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Cneumndukauma TpeboBaHM Nonb3oBaTena Ha obopyaoBaHue URS-C0.01
Tun fOKymeHTa: LomKHOCTb damunua
OaTa PaspaboTan: Ywaros [.10.
coCTaBaeHuA:
Moanuck
Yreepann: TeHepasibHbIN AMPEeKTOp
[aTa yTBepxaeHun
Mognuco

ﬂ'aHHblﬁ AOKYMEHT COrnacoBaH, yTeepXaeH U XPaHUTCA B CUCTeMe O0KYMEHTauMn B COOTBETCTBUU C ,D,eﬁCTByIOLLI,VIMM pernameHTamu npegnpuUATmUA

URS-C0.01 Cneyughuxkayua mpebosaruli nons3osamerns

ABTOKNaB ANnA ctepunnsaumm HAKOHEYHUKOB ANA NUNETOK

URS-CO0.01 Specification of user requirements

Autoclave for sterilization of Pipette tips
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ABTOKNaB A/Aa CTepuansaumm  MeaMUMHCKUX  U3Oennin  us
noannponuaeHa Napom nog, AasaeHnem.
HasHaueHue /
Appointment Autoclave for sterilization of medical devices of polypropylene
with steam under pressure
e CTepunM3auMoHHas Kamepa ¢ BHELWHUM reHepaTopom
napa v BaKyyMHbIM Hacocom. FeHepaTopbl Napa MOryT
ObITb NPeANIoXKeHbl ABYX BUAOB:
1) BHewWwHWIn NnaporeHepaTop 31EKTPUYECKOrO TMMa
2) BHewHwMt NnaporeHepaTop TMNa nap-nap (Npu HaMuUKn y
3aKa3uyMKa TeXHUYeCcKoro napa)
o KoHBeliep 3arpysKku u Bbirpy3kun nsgenum
e 4 KomnN/JeKTa KOp3uH AN Kamepbl
) Komnnekmauyusa obopydosaHus/

" | Equipment configuration e Sterilization chamber with steam generator and
vacuum pump. Steam generators can be offered in two
types:

1) External electric steam generator
2) External steam generator of the steam-to-steam type (if
the customer has technical steam)
e Conveyor for product loading/unloading
e 4 sets of braskets for chamber
3 Konuyecmeo/ 1 wr/komnn
Quantity 1 piece/set
oU3meputenbHoe obopyaosaHne/Measuring equipment
oWH»keHepHoe obopyaosaHue/Engineering equipment
a Tun obopydosaHusa / oMcnbiTaTensHoe obopyaosaHune/Test equipment
" | Type of equipment VTexHonorndyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment
oMe6enb/Furniture
e Pexnm paboTbl - aBTOMaTUYECKUI NO 3apaHee
3anporpamMmmMmMpoBaHHbIM NPOrpaMmmam CTepuUaM3aumnm
e Temnepatypa ctepunmnsaumm 121°C JasneHune 1,1 6ap
e (06bEém Kamepbl He bonee 2100 nnTpos
e BakyymmwupoBsaHue nepeg crepunmsaumnen go 50 mbap
e DneKTpuyecKkoe noaknatoyeHme: 400B/50ry, 3PH+N+PE
e Bpemsa nosHOro UMKNa CTepUNU3aLNN C
3arpy3Koii/BbIrpy3Koi 04HUM ONepaToOpPoM,
BaKyyMMUPOBAHWEM U CYLLKOW He 6onee 60 MUH
5. e Coortsetcteue OCT 31598-2012 Crepuansatopsl
OcHoBHble mexHu4YecKue
naposble 6osbline. Obuwme TeXHUYECKMe TpeboBaHMA U
xapakmepucmuku / "
Main technical specifications METOAL! MCTIbITaHM
e Operating mode — automatic by preprogrammed
modes of sterilization
e Temperature of sterilization -121°C Pressure 1,1 bar
e Chamber volume is not more than-2100I
e Vacuum level before sterilization — 50mbar
e Electrical connection: 400V/50Hz 3PH+N+PE
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e  Full sterilization cycle time with loading/unloading by
one operator, vacuuming and drying no more than 60
min

e Compliance to EN285:2006

UHbIe 3HaYumMble mexHu4YecKue

e MeTpuyeckas pe3bba KpenexHbIX 31eMeHTOB
e OcHalleHne cMcTemol BbICTPOro oxnaxkaeHMa Kamepbl

6. | xapakmepucmuku / )
Other important specifications * Metric thread of fasteners
e Quick cooling system
e B cooTtsetctBuu ¢ TpebosaHMAMK FOCT P NCO 17665-1-
2016 Ctepuamsaumsa meanuMHCKOM NpoayKumn.
BnakHoe Tenno. Yactb 1. TpeboBaHMsA K pa3paboTke,
BaANZALMM U TEKYLLEMY KOHTPOIO NpoLecca
Asmomamuyeckoe CTEPUNN3ALNN MEANLMHCKUX U3AEANN.
7 dokymeHmuposaHue rpoyecca e [Iporpamma ynpassiieHnA cooTBeTcTBYeT TpeboBaHUAM
* | /Automatic documentation of 21 CRF Part 11
process
e Inaccordance with ISO 17665-1-2016
e Control software compliance with 21 CRF Part 11
B nomeLweHuaAxX: B YMCTbIX NPON3BOACTBEHHbIX MOMELLEHUAX
8 PasmeuweHue / Knacca I1SO8
" | Arrangement
Indoors: In clean production rooms of class ISO8
9 OzpaHu4eHuA no eabapumam / He cneunnumposano
Size restrictions Not specified
10 Pexcum pabomesi / - KPYTNIOCyTOtHO
" | Working regime
ing regl - around the clock
BHyTpeHHee NpoCTpaHCTBO Kamepbl U TpybonpoBoabl pabounx
Mamepuansi u nosepxHocmu, CPeA:
1 KOHMaKmMupyowue ¢ npodyKmom e HeprkaBetolas cTanb (He HUXe MapKu AlSI 316)
" | /Materials and that could .
/Materials and surfaces that cou Chamber and tubes for media:
contact product .
e Stainless steel (not lower than AISI 316)
Heobxodumocme 8 MOHMae, V Tpebyetca /Required
MYyCKO-HAAAO0YHbIX U oHe tpebyetcsa/ Not required
KeanugpuKkayuoHHbIx pabomax
12. | o6bopydosaHusa crneyuaaucmamu
Mocmaswuka /
The necessity of installation, setup
and qualification works
Heobxodumocme 8 saaudayuu V Tpebyetca /Required
13, | Pouecca ¢ ucrionb3osaHuem oHe tpebyetca/ Not required

0aHHO20 0bopydosaHus
crnieyuanucmamu lNocmaswiuka /
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The necessity of validation process

Heobxodumocme 8 0by4eHuUU
CompyoHUKO8 creyuanucmamu

V Tpebyetca /Required
oOHe Tpebyetca/ Not required

14. | NMocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduKka rapaHTMMHOTO WM MOCTrapaHTUMIAHOrO
15, CepsucHoe obcayxcusaHue obcnyKumBaHUA
/Technical service
According to the schedule of warranty and post-warranty service
LononHumesnoHsie y3bl u e  YNNOTHUTENIbHbIE 3/1eMEeHTbl [BEPW, M3HalMBaemble
aniemeHmol, 3aNdcHele Yacmu YacTW, YWUCTAWME U CMasouyHble CpeacTBa B obbeme
UHCMPYyMeHMbl, PAcX00Hble rogoBoro 06c/ny*KMBaHUS
16, | Mamepuasnbl & Komnekme
nocmasku/ e Door sealing, wearable parts, cleaning agents and
Additional nodes and elements lubricants included in the annual maintenance
spare parts, tools, RA-related
content in the package
Cpedcmea usmepeHus, Mpubopbl, U3MepstoLWwme KPUTUYECKME NapaMeTpbl
17, | yemaHosnenivie Ha 060py008AHUU | CTEPUIM3ALLMOHHOIO UMK, AO/KHbI BbITb BHECEHBI B pEECTp
" | / Installed on the equipment cpeacTts usmepeHua u bbiTb nosepeHbl / Measuring devices for
measuring devices critical sterilization parameters must be registered and verified
ObopyoosaHue, npuHadnexHocmu | He cneuuduumposaHo / Not specified
U cmaHAapmHsie 06pasuybi,
18. | Heobxo0umesie Ona Keanugpukayuu /
Equipment, facilities and standard
of samples required for qualification
MaTepuanbl [O/MKHbI ObITb YCTOMUMBLI K MEPUOSNYECKOMN
TpebosaHus K o4yucmke u OYMCTKE MOMOLWMMU, YUCTAWMMU U Ae3UHOULMPYIOWNMM
10. caHumu3sayuu / CpeAcTBaMM A/1A YMUCTbIX MOMELLEHNIA
Requirements for cleaning and
sanitization Must be resistant to cleaning with detergents, cleaners and
disinfectants for clean rooms
CornacHo TpeboBaHuam OCT 12.2.003-91
20. T(-.’XHUK.G 6e3zonacHocmu/
Industrial safety According to the requirements of Russian GOST 12.2.003-91
Cnepytolan TexHM4YecKan AOKYMEHTaUMA AOKHA BbITb
BK/IIOYEHA B KOMMJIEKT NOCTaBKM (06a3aTeNbHO):
- nacnopt obopyaosaHua/ equipment passport
HeoBxo0uMble AoKyMeHMbI - PYKOBOACTBO MN0/1Ib30BaTe A Ha PYCCKOM f3blKe (pykoso,a:CTBo
21. ) . no TexHn4yeckomy obcnykmsanumio)/ user manual in Russian
/Required documentation :
(the maintenance manual)
- MpoToKkonbl FAT, SAT,IQ,0Q B COOTBETCTBHUH C TPEOOBAHUSIMHI
I'OCT P UCO 17665-1-2016/ In accordance with 1SO 17665-
1-2016
22. | UHoe / Others He cneundunumposaHo / Not specified
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CneuunduKkauma TpeboBaHMi Nonb30BaTeNA Ha obopyaoBaHMe URS-WT.01
Tun fOKymeHTa: LomKHOCTb damunua
OaTa PaspaboTan: Ywaros [.10.
coCTaBaeHuA:
Moanuck
Yreepann: TeHepasibHbIN AMPEeKTOp
[aTa yTBepxaeHun
Mognuco

ﬂ'aHHblﬁ AOKYMEHT COrnacoBaH, yTeepXaeH U XPaHUTCA B CUCTeMe AOKYMEHTauMn B COOTBETCTBMU C AeﬁCTBymmMMM pernameHTammn npeanpuAaTUA

URS-WT.01 CneyugpuKkayus mpebosaHuli nosbzosamess

YcTraHOBKa BOAONOArOTOBKMU

URS-WT.01 Specification of user requirements

Water treatment plant
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HasHayeHue /
Appointment

YcTaHOBKa BOAONOArOTOBKM ANA naporeHepaTtopos
BEHTUNAUNOHHbBIX CUCTEM U aBTOKﬂaBa/

Water treatment plant for steam generators of ventilation
system and autoclave.

Komnnekmauyusa obopydosaHus/
Equipment configuration

Cuctema BOgOMNOAIOTOBKM C YMATYEHMEM UCXO4HOM BOApbI,
dMAbTPOM 0H6PATHOIrO OCMOCA, HAaKONUTENbHbIN 6aK C
MOBbICUTE/IbHbIM Hacocom, bydepHbiit cimsHon bak/

Water treatment system with water softener, reverse osmosis
filter, water tank with booster pump and buffer tank

Konuyecmeo/
Quantity

1 wr/kKomnn

1 piece/set

Tun obopydosaHus /
Type of equipment

oWsmeputenbHoe obopyaosaHue/Measuring equipment
OWHxeHepHoe obopyaosaHune/Engineering equipment
oMcnbiTaTenbHoe obopyaoBaHue/Test equipment
VTexHonornyeckoe obopyaosaHue /Process equipment
OOprrexHunka/Office equipment

oMe6enb/Furniture

OcHoBHble mexHuYecKue
xapakmepucmuku /
Main technical specifications

MeTog nosy4yeHnsa Bogbl OYNLLLEHHOW — ABYXCTYNEHYaTbIM
0bpaTHbI ocmoc.

Mpoun3BOANTENBHOCTL CUCTEMBI MO BOAE OYMLLEHHOMN NpU
Temnepatype 10°C — 300 n/uac (120 1 — naporeHepaTopsl
aBToknaea 1 180 n — naporeHepaTopbl BEHTCUCTEM)
Mpon3BoAUTENBHOCTb AOXKHA ObITb YTOYHEHA Nocne
NPOEKTUPOBAHMA BEHTUNALMOHHBIX CUCTEMbI U BblIOOpPa
aBTOKNaBa.

XapaKTepUCTMKM BOAbI Ha BbIXOLE C YCTAHOBKM
BOZONOArOTOBKM, TpebyeMble ans obecneveHmnn paboTobl
naporeHepaTopoB.

YaenbHasa anekTponposoaHocTb npu 20°C <5 mKkCm/cm
O6uwaa muHepanunsauma TDS — mr/n (*1)

Cyxow octaTok npu 180°C/ 356°fH TDS — mr/n (*1)
BozopoaHbiin nokasatens 6...8.5 pH

O6uwan »ectkoctb TH <400 mr/n CaCO3 0 (*2)
BpemeHHas »kectkocTb < 300 mr/n CaCO3 0 (*3)
Xnopuabi Cl <50 ppm (*4)

*enesHo + mapraHeu, Fe+Mn < 0.2 mr/n

Onokena kpemuna <20 mr/n SI02

OcTaTtouHbii xnop < 0.2 mr/n Cl-

Cynbodat Kanbuma <100 mr/n CaSO4

Mpumecn metannos <0 mr/n

PacTtBopuTenu, pasbasuTenn, motowme cpencTsa, CMa3oyHble
maTepuanbl <0 mr/n

*1. 3HauYeHuA, 3aBUCALLME OT YAe/IbHOMN 3N1EeKTPONPOBOAHOCTH;
Kak npasuno: TDS = 0,93 * oR, 20 °C; R180 = 0,65 * oR, 20 °C;
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*2. CopepxaHue xnopunaos (Cl-) B mr/n He meHee 200 %;

*3. CoaepxaHue xnopunaos (Cl-) B mr/n He meHee 300 %;

*4. MoeT noTpeboBaThCA NU3IMEHUTb Pacxod, CIMBaeMon BoApbl,
yTOb6bI KOHUEHTpauma xnopmaos (Cl-) B Kunawen soge He
npesbiwana 300 mr/n;

YcTaHOBKa BOA4OMNOArOTOBKM A0/1XKHa obecneymBaTb faBaeHue
BoAbl 4 6ap Ha BbIXo4e CMCTEMbI MPU MUKOBOM
npoussogutensHoctn 100 n/muH (Npu canee BoAabl C
naporeHepaTopoB). [114 3Toro fo/KHa bbITb NpeAycMoTpeHa
HaKoOMUTEe/IbHasi EMKOCTb BO/bl OYNLLEHHOM obbemom 5001 1
NOBbICUTENbHbIA HACOC C YaCTOTHbIM yrpaBeHMeM. EMKOCTb
O0/KHA ObITb OCHALLEHA AaTYMKAMM YPOBHSA, ABYXXOLOBbIM
MeMBpaHHbIM BEHTUIEM 414 C/IMBA BOAbI U3 EMKOCTH,
npeaycMoTpeTb AyLWMpPOBaHWE BOAbl U BO3AYLIHbIN
MUKpodunbTp 0,2 MKM. UCMONHEHME EMKOCTU: MaTepuan —
NOSINITUNEH.

[na obecneyeHna NMKOBOIO C/IMBa BOAbl Yepes cucTemy
KaHaM3auumn npu NnpombiBke GpunabTpa 06paTHOro ocmoca
NpeAycCMOTPETb HAKONUTE/IbHYI0 BypepPHYO eMKOCTb.

The method of obtaining purified water is two-stage reverse
osmosis.

The capacity of the system for water treated at a temperature
of 10°Cis 300 | / hour (120 |-autoclave steam generators and
180 I-vent system steam generators) The performance should
be refined after designing the ventilation system and selecting
the autoclave.

Characteristics of the water at the outlet of the water
treatment plant required to ensure the operation of steam
generators.

Electrical conductivity at 20°C <5 pcm/cm

Total mineralization of TDS-mg/I (*1)

Dry residue at 180°C/ 356°fH TDS-mg / | (*1)

The hydrogen index is 6...8.5 pH

Total hardness TH <400 mg / L CaCO3 0 (*2)
Temporary hardness < 300 mg /| CaCO3 0 (*3)

Cl chlorides <50 ppm (*4)

Iron + Manganese Fe+Mn<0.2 mg/ |

Silicon dioxide <20 mg / L SI102

Residual chlorine < 0.2 mg /L Cl-

Calcium Sulfate <100 mg / L CaSO4

Metal impurities <0 mg / |

Solvents, thinners, detergents, lubricants<0mg /|

*1. values that depend on the electrical conductivity; as a rule:
TDS = 0,93 * oR, 20 °C; R180 = 0,65 * oR, 20 °C;

*2. Content of chloride (CI-) in mg/I, at least 200 %;

*3. Content of chloride (Cl-) in mg/| not less than 300 %;




CrpaHunua 4 ns 6

CneumnduKkauma TpeboBaHMiM Nosb3oBaTeNA Ha obopyaoBaHMe

URS-WT.01

* 4. It may be necessary to change the flow rate of the drained
water so that the concentration of chlorides (Cl -) in boiling
water does not exceed 300 mg/ |;

The water treatment plant must provide a water pressure of 4
bar at the outlet of the system at a peak capacity of 100 | / min
(when draining of water from steam generators takes place).
For this purpose, a storage tank of purified water with a volume
of 500 litres and a step-up pump with frequency control should
be provided. The container must be equipped with level
sensors, a two-way diaphragm valve for draining water from
the container, provide for water showering and an air
microfilter of 0.2 microns. Container design: material-
polyethylene.

To ensure the peak discharge of water through the sewage
system when flushing the reverse osmosis filter, provide a
storage buffer tank.

UHble 3HaYumble mexHu4eckue

[IpemycmoTpeTs TOUKH 0TOOpA MTPOO

6. | xapakmepucmuku / Provide check poi
Other important specifications rovide check points
JonxeH 6bITb 0b6ecneyeH MOHUTOPUHF NPOBOAMMOCTHU
noJiydeHHOM BoAbl. Mporpamma ynpaBaeHus AOMKHa
AsmomamuyecKoe 4 A porp ynp A
cooTBeTcTBOBaTb TpebosaHuam 21 CRF Part 11
7 0oKymeHmuposaHue npoyecca
) ‘Automatic documentation o o L .
/rocess f Monitoring of water conductivity should be provided. Control
p software compliance with 21 CRF Part 11
B nomeLueHuaAx: B oTanamMBaemblX NPOU3BOACTBEHHbIX
8 PasmeweHue / nomeleHunx, 6e3 ecTeCTBEHHOIO OCBELLLEHMSA
" | Arrangement
Indoors: In ventilated heated rooms without sun light.
9 OzpaHuyeHus no 2abapumam / He cneunduumposano
Size restrictions Not specified
- KPYr10CYyTOYHO
10 Pexcum pabomesi / Py ¥
" | Working regime
greg - around the clock
O6opyanoBaHue 1 TpybonpoBoabl paboumx cpes;
Mamepuasner u nosepxHocmu, e Hepxasetowas cTanb, NOMMEpPHbIE MaTepuarbi
1 KOHmMakmupyrouue ¢ 800oli
| /Materials and surfaces that could Parts and tubes for media:
contact water e Stainless steel and polimers
Heobxodumocme 8 MOHMaxe, V Tpebyetca /Required
MYyCKO-HAAAO0YHbIX U oHe tpebyetca/ Not required
KeanugpuKkayuoHHbIx pabomax
12. | obopydosaHusa cneyuaaucmamu

Mocmaswuka /

The necessity of installation, setup

and qualification works
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Heobxodumocme 8 saaudayuu
npouyecca ¢ Ucnosnb308aHuem

V Tpebyetca /Required
oOHe Tpebyetca/ Not required

13. | daHHOo20 0bopydosaHus
crneyuaaucmamu lMocmaswuka /
The necessity of validation process
Heobxodumocme 8 0by4eHuUU V Tpebyetca /Required
compyOHUKOo8 crieyuasaucmamu oHe Tpebyetca/ Not required
14. | Mocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduKa rapaHTUMHOIO M MOCTrapaHTUMHOIO
15, CepsucHoe obcnyxcusaHue obcnyKmBaHuA
/Technical service
According to the schedule of warranty and post-warranty service
LononHumesobHsbie y3bl u ®  YNNOTHUTENbHbIE 3/1IEMEHTbI, U3HALLUMBAeMble AeTanu,
an1eMeHmol, 3anacHele Yyacmu XMMUKaATbl gasa obcnyKmBaHuMAa B obbeme rogoBoro
UHCMPYyMeHMbl, PACXO0HbIe obcnyKmBaHuA
16, | Mamepuasntl & Komnnexkme
nocmasku/ e Sealings, wearable parts, chemicals included in the
Additional nodes and elements annual maintenance
spare parts, tools, RA-related
content in the package
Cpedcmea usmepeHus, Mpnbopbl, U3MepAOLWME KPUTUYECKME NapaMeTPbl BOAbI,
17, | yemaHosnetikbie Ha 060pydo8aHUU | [OMKHbI ObITb BHECEHbI B PEECTP CPEACTB U3MEPEHUA U BbITb
/ Installed on the equipment nosepeHbl / Measuring devices for critical water parameters
measuring devices must be registered and verified
ObopyoosaHue, npuHadnexHocmu | He cneuuduumposaHo / Not specified
U cmaHAapmHsie 06paszuybi,
18. | Heobxo0umesie Ona Keanugpukayuu /
Equipment, facilities and standard
of samples required for qualification
MaTepuanbl [0MXKHbI OblTb YCTOMYMBBI K Nepuoamnyeckom
Tpe6osarus K oucmKe u OYMUCTKE MOWLWMMMU, YUCTALWMMU W AE3UHOUUNPYIOLLMMM
cpeactsamu, MCMNONb3yeMbIMU ana TEXHUYECKOro
19. CCIHUI:T)U.?GL{UU/ . 06CcNyKMBAHNUA N OYNCTKM
Requirements for cleaning and
sanitization Must be resistant to cleaning with detergents, cleaners and
disinfectants for maintenance and cleaning
CornacHo TpeboBaHusam NOCT 12.2.003-91
20. TeXHUK.a 6e3zonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
[Iporokos npueMKu padoT, ruApaBInuecKue ucnbiTanus, DQ,
1Q, OQ, PQ npotokosnsl. [IpoTokoss! mepBHYHON caHAUN
€MKOCTEeH U TpyOOIpOBOIOB, UCCIIEAOBAHUS KAYeCTBA UCXOTHOM
¥ OUYUIIIEHHOM BOIBI oOecrieynBaeT IlocTaBIuk.
21, Heobxodumesie doKymeHMobl

/Required documentation

Acceptance acts, Hydraulic tests, DQ, 1Q, OQ, PQ protocols.
City water and clean water tests and primary cleaning are
provided by supplier.
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22. ‘ WHoe / Others He cneumdunumposaHo / Not specified
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-M10.2
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
yreepann: eHepa/ibHbIi AUPeKTop
[aTta yTBepxaeHua
MNognucb

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMEeHTauMn B COOTBETCTBUU C p,eﬁcTBleUJMMM pernameHTamun npeanpuATUA

URS-M0.2 Cneyugpukayus mpebosaHuli nonszosamens

Cuctema xonopgocHabXkeHua obopyaoBaHua

URS-U0.2 Specification of user requirements

Equipment refrigeration system
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CneumnduKkayma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

HasHaveHue /
Appointment

URS-10.2
Cuctema  OxnaxkgeHus  npeaHasHayeHa  Aaa  Nojauu
oX/laXKAaloWweln  KuakocTn  npecc-popmam B npouecce

npon3soAacTea NpoaAyKUMU METOOAO0OM NNTbA NOA4 AaBNEHUEM

The cooling system is designed to supply coolant to molds
during the production of products by injection molding

Komnnexkmauyua obopydosaHus/
Equipment configuration

e Yunnepbl C BOAAHBIM OX/1aXKAEHNEM KOHAEHCcaTopa
e [Ipaiikynep yMYHOIO UCMOAHEHNA

e Tpy6onposoapl 1 3anopHasa apmaTypa

e Cucrema aBTOMaTMYECKOM MOANUTKM

e Chillers with water cooled condenser
e Qutdoor dry cooler

e Piping and valves

e Automatic replenishment system

Konuyecmso/
Quantity

Yunnep — Swr
Opankynep — 1wt
Tpybonposoapl — 1komnn

Chiller - 5pcs
Dry cooler — 1pcs
Pipelines - 1set

Tun obopydosarua /
Type of equipment

oW3meputenbHoe obopyaosaHne/Measuring equipment
VUHKeHepHOoe obopyaosaHme/Engineering equipment
oMcnbiTatenbHoe o6opyaosaHme/Test equipment
oTexHonorMyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMebenb/Furniture

OcHoBHble mexHuU4YecKue
xapakmepucmuku /
Main technical specifications

e  Pexnm paboTbl — aBTOMATUYECKMI

e DneKTpuyeckoe noakntoyeHue 400B/500y, 3PH+N+PE

e Temnepatypa oxnaxaatowen KMOKOCTH ans
notpebuteneii— 12-14rpag,

e [laBneHune *KnaKoctn — 5-66ap

e Pacxop ans notpebutenein — 1601/ MnH

e Operating mode - automatic

e Electrical connection 400V / 50Hz 3PH + N + PE

e Coolant temperature for consumers - 12-14 degrees
e Liquid pressure - 5-6 bar

e Consumption for consumers - 160l / min

UHble 3Ha4uMble mexHuYecKue
xapakmepucmuku /
Other important specifications

e MeTpuyeckas pesbba KpenerKHbIX 31eMEHTOB
e BCTpOEHHbI HAcoC U pacluMpUTebHbIM 6ak
e Tpybonposoapl U3 Hepxkasetoulen ctaam AlSI 304(unum

aHanor)
e ugKocTb 415 KOHTypa npecc-bopm — BoAa
o ugKocTtb ans KOHTYpa Apaiikynepa -

nponuneHraimkonesaa cCcmecb Ana Temnepartypbl -




OAQ «Y-Y MMNO»

CtpaHmuya 3 ms 5

CneumnduKkayma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-10.2

35rpag

e Metric thread of fasteners

e Built-in pump and expansion tank
e Piping made of stainless steel AISI 304 (or equivalent)
e  Fluid for the mold contour - water

e Liquid for the dry cooler

circuit - propylene glycol

mixture for a temperature of -35 degrees

Asmomamu4eckoe
00KyMeHmuUposaHue npoyecca

He cneuméuumpoBaHo

/Automatic documentation of Not specified
process
Yunnepol B nomewteHnm Nell6
[paiikynep - ynmyHoe pasmelleHue
8 PaszmeweHue /
" | Arrangement Chillers in room no. 116
Drycooler - outdoor placement
9 OzpaHuyeHus o 2abapumam / He cneunduuunposano
Size restrictions Not specified
10. Pexcum pabomsi / - KpyrnocyTotHo
Working regime - around the clock
Mamepuasnsi u nogepxHocmu, Hep:kaBetowas ctanb
11, | KoHmaxkmupyiowue c npodyKkmom
| /Materials and surfaces that could Stainless steel
contact product
Heobxodumocme 8 MOHMaxe, V Tpebyetca /Required
MYCKO-HAAAO0YHbIX U oHe TpebyeTtcs/ Not required
KeanuguKayuoHHbIx pabomax
12. | obopydosaHus crieyuaaucmamu
Mocmaswuka /
The necessity of installation, setup
and qualification works
Heobxodumocme 8 saaudayuu o Tpebyetca /Required
fpoyecca ¢ Ucrosnb6308aHUEM V He tpebyeTtcs/ Not required
13. | daHHO20 0bopydosaHus
cneyuanucmamu lNMocmaswuxa /
The necessity of validation process
Heobxodumocmes 8 0by4eHuUU V Tpebyetca /Required
compyOHUKO8 crieyuanucmamu oHe TpebyeTtcs/ Not required
14. | lMocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduMKa rapaHTUMHOIO M MOCTrAPaHTUIAHOIO
1s. CepsucHoe obcnyxcusaHue 06CNyKMBaHMUSA

/Technical service

According to the schedule of warranty and post-warranty




OAQ «Y-Y MMNO»

CtpaHnuya 4 s 5

CneumnduKkayma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-10.2
service
JononHumesnsHoble y3nbi U e Yucrawme u cmasoyHble cpeacTBa B 0b6beme rogoBoro
asieMeHmMsl, 3anacHele yacmu 06CNyKMBaHUSA
UHCMPYMeEHMbI, PACX00Hble
16, | Mamepuanti & Komnnekme e (Cleaning and lubricants included in the annual
nocmasku/ maintenance
Additional nodes and elements
spare parts, tools, RA-related
content in the package
Cpedcmea usmepeHus, He cneumndurumposaHo / Not specified
17. ycmaHossieHHble Ha 060pydo8aHUU
/ Installed on the equipment
measuring devices
O6opydosaHue, npuHadaexHocmu | He cneumduumposaHo / Not specified
u cmaHAapmHsie 06pa3ybi,
18. | Heobxodumsie 01 Keanugpukayuu /
Equipment, facilities and standard
of samples required for qualification
Tpe6osaus K oducmKe u TpebyeTca nepuoamMyeckan OYMUCTKa MOMLLMMM, YACTALLMMU U
. ca:—:umusauuu/ | Ae3MHOULMPYIOWUMI CpeacTBamm
Reqy{rementsfor cleaning and Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpeboBaHuam FOCT 12.2.003-91
20. TeXHUKg 6eszonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cneayollas TeXHMYECKas JOKYMEHTALMA AONKHA ObITb
BK/IlOYEHA B KOMMJIEKT NOCTaBKU (06A3aTENbHO):
21 Heobxodumbie 0oKymeHmMbl - nacnopt obopyaosaHua/ equipment passport
" | /Required documentation - PYKOBOACTBO MO/1b30BaTE/IA Ha PYCCKOM fA3blKe (pyKOBOACTBO
no TexHu4eckomy obcnyxusaHuio)/ user manual in Russian
(the maintenance manual)
22. | UHoe / Others He cneumduumposaHo / Not specified




9000

OAO «Y-Y NNO»

CtpaHmya 5m3 5
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CrpaHuua 1 mns 7

Cneumndukauma TpeboBaHM Nonb3oBaTena Ha obopyaoBaHue URS-TO.9
Tun fOKymeHTa: LomKHOCTb damunua
OaTa PaspaboTan: Yuwaros [.10.
coCTaBaeHuA:
Moanuck
Yreepann: TeHepasibHbIN AMPEeKTOp
[aTa yTBepxaeHun
Mognuco

ﬂ'aHHblﬁ AOKYMEHT COrnacoBaH, yTeepXaeH U XPaHUTCA B CUCTeMe AOKYMEHTauMn B COOTBETCTBMU C AeﬁCTBymmMMM pernameHTamm npegnpuATmnA

URS-TO.9 CneyugpuKkayua mpebosaHuli nonszosamens

Aemomamuyeckoe mepmoycadoyHoe obopydoeaHue

URS-TO.9 Specification of user requirements

Automatic heat shrink equipment




CtpaHnuya 2 ns 7

CneuunduKkauma TpeboBaHuMii Nonb30BaTeNs Ha obopyaoBaHMe

URS-TO.09

ObopypoBaHve NpUMeEHAEeTCA AN YNaKoBKM NPOAYKUMM B
TEPMOYCaA0UYHYIO NJEHKY,

C Uenblo 3aliuTbl NpoayKumMuM oT

1. HazHaveHue / MeXaHMYeCcKMx GaKTopoB.
Appointment
The equipment is used for packaging products in shrink film, in
order to protect products from mechanical factors
e TepmMOTOHHeNb
e  ABTOMATMYECKUI HOX
e bapbepbl 6€30MaCHOCTM B 3arpy304HOM 30HE
e BbixogHoIn KoHBeMep
) Komnaekmayus 060pydosarus, e BeHTMAATOP ANA oxXNaxKAeHMA NPOAYKLNN
" | Equipment configuration e  Heat tunnel
e Automatic knife
e Safety barriers in the loading area
e Outlet conveyor
e Fan for product cooling
2wt
3 Konuuyecmeo/
" | Quantity 2 pcs
oWsmeputenbHoe obopyaosaHne/Measuring equipment
OWHxeHepHoe obopyaosaHne/Engineering equipment
a Tun obopydosaHus / oMcnbiTaTenbHoe obopyaoBaHue/Test equipment

Type of equipment

VTexHonornyeckoe obopyaosaHue /Process equipment
0OprrexHunka/Office equipment

oMe6enb/Furniture

OcHoBHble mexHu4YecKue
5. | xapakmepucmuxu /
Main technical specifications

Pexknm paboTbl — aBTOMaTUUYECKUI

dneKTpuyeckoe nogkntoveHune: 400B/50My, 3PH+N+PE
Mpon3BOAUTENIbHOCTb: HEe MeHee 5WT/MUH

YnakoBKa npogykumm no 1wt

Operating mode — automatic

Electrical connection: 400V/50Hz 3PH+N+PE
Productivity: not less than 5pcs / min
Product packaging 1pc

WHbie 3Ha4YuUMble mexHu4YecKue
6. | xapakmepucmuku /
Other important specifications

MnaBHoe perynMpoBaHWe TemnepaTypbl
HOXa M TePMOTOHHenNA ¢ warom 1 rpaayc
MaTepuan naeHKM - NoNNPONUIeH
PerynupoBKa BbICOTbl CTO/Ia TEPMOYCAZA0YHOMN Kamepbl
900 - 1100mm

PerynnpoBKa CKOpPOCTM KOHBeMepa TEPMOTOHHeNA
[OnunHa BbIxogHOro KoHBeliepa — 1m

PerynnpoBKa NOTOKa BO34yXa TEPMOTOHHENA
PerynnpoBKa WMpPUHbI NAEHKN

YcTpoiicTBo nepdopaumm NaeHKU 415 N1erkoro BCKpbITUA
YNaKOBKM

CBapo4Horo

Infinitely variable temperature control of the welding
knife and heat tunnel in 1 degree increments




CrpaHnuya 3 mns 7

CneuunduKkauma TpeboBaHuMii Nonb30BaTeNs Ha obopyaoBaHMe

URS-TO.09

e Film material: polypropylene

e Height adjustment of the shrink chamber table 900 -
1100mm

e Adjusting the speed of the heat tunnel conveyor

e Length of the output conveyor - 1m

e Adjustment of the air flow of the heat tunnel

e Film width adjustment

e Film perforation device for easy opening of the package

Asmomamuyeckoe He cneundunumposaHo
2 0oKyMeHMUpOoBaHuUe npouyecca -
" | /Automatic documentation of Not specified
process
e Yucroe nomeweHune Nell4; nos 114-03, 114-04
8. PasmeuweHue /
Arrangement
e Cleanroom No. 114; pos 114-03, 114-04
9 OzpaHu4eHua no 2abapumam / He cneunduumposato
Size restrictions Not specified
10. Pexcum pabomesi / - KPYTnocyTotHo
Working regime - around the clock
Mamepuansi u nogepxHocmu, He cneundurumpoBaHo
11, | KoHmakmupyiowue ¢ npodyKkmom -
| /Materials and surfaces that could Not specified
contact product
Heobxooumocme 8 MOHMax e, V Tpebyetca /Required
MYCKO-HAMAAO0YHbIX U oHe Tpebyetcsa/ Not required
KeanuguKkayuoHHbIx pabomax
12. | obopydosaHusa cneyuaaucmamu
Mocmaswjuka /
The necessity of installation, setup
and qualification works
Heobxooumocme 6 sanudayuu V Tpebyetca /Required
npoyecca ¢ ucnoab308aHUem oHe Tpebyetcsa/ Not required
13. | daHHOo20 0bopydosaHus
cneyuanucmamu lNocmaswuka /
The necessity of validation process
Heobxodumocme 8 06y4eHuUU V Tpebyetca /Required
compyOHUKo8 crneyuanucmamu oHe tpebyetca/ Not required
14. | Mocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduKka rapaHTMMHOTO M MOCTrapaHTUMIHOrO
CepsucHoe obcnyxusaHue obcnykunBaHus
15. . .
/Technical service
According to the schedule of warranty and post-warranty service
JononHumenoeHsie y3ael U He cneundurumpoBaHo
16. | anemeHmel, 3anacHeie Yacmu

UHCMPYMeHMbl, PACXOOHbIe

Not specified




CtpaHnuya 4 ns 7

CneuunduKkauma TpeboBaHuMii Nonb30BaTeNs Ha obopyaoBaHMe

URS-TO.09

mMamepuansl 8 KoMrsaekme
nocmasku/

Additional nodes and elements
spare parts, tools, RA-related
content in the package

Cpedcmea usmepeHus,
yCMaHoss1eHHbie Ha 060pydosaHuUU

He cneundurumpoBaHo

17. / Installed on the equipment Not specified
measuring devices
ObopydosaHue, npuHadnexcHocmu | He cneumdpunumposaHo
u cmaHoapmHsle 06pa3ybl,
18. | Heobxodumeie dns keanupurayuu / | Not specified
Equipment, facilities and standard
of samples required for qualification
MaTepuanbl AO/KHbI ObITb YCTOMUYMBBI K MEPUOANYECKOM
TpebosaHus K oyucmke u OUMCTKE MOIOLMMU, YUCTALLMMU U Ae3UHOULMPYIOLLUMMU
19 caHumusayuu / cpeacTBamm s YNCTbIX MOMELLEHWNI
" | Requirements for cleaning and
sanitization Must be resistant to cleaning with detergents, cleaners and
disinfectants for clean rooms
CornacHo TpeboBaHuam NOCT 12.2.003-91
20. TeXHum? 6esonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cneaytoulas TeXHMYECKas JOKYMEHTALUMA AOMKHA BbITb
BK/IlOYEHA B KOMMJIEKT NOCTaBKU (065A3aTeNbHO):
Heobxo0umbie doKymeHmb! - nacnopt obopyaosaHua/ equipment passport
21. . . - PYKOBOACTBO NO/1b30BaTe/NA Ha PYCCKOM fi3blKe (pyKOBOACTBO
/Required documentation . .
no TexHu4eckomy obcay»KmsaHuio)/ user manual in Russian
(the maintenance manual)
22. | UHoe / Others He cneumdurumposaHo / Not specified
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CneumnduKkauma TpeboBaHuMii Nonb3oBaTens Ha obopynoBaHue URS-TO.09
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CneumnduKkauma TpeboBaHuMii Nonb3oBaTens Ha obopynoBaHue URS-TO.09

[Mpunoxenne / Appendix
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CneumnduKkauma TpeboBaHuMii Nonb3oBaTens Ha obopynoBaHue URS-TO.09

[Mpunoxenne / Appendix
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CtpaHuua 1 13 15

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.10
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
yreepann: eHepa/ibHbIi AUPeKTop
[aTta yTBepxaeHua
MNognucb

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMEeHTauMn B COOTBETCTBUU C p,e[/'lCTByIOU.I,MMM pernameHTamun npeanpuATUA

URS-TO.10 Cneyugpukayua mpebosaHuli nonszosamerns

ABTOMaTH4YecKan c60pquaﬂ NNHUNA

URS-TO.10 Specification of user requirements

Automatic assembly line




OAQ «Y-Y MMNO»

CrpaHuua 2 3 15

CneumnduKkayma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.10

HasHaveHue /
Appointment

CbopoyHaa NMHWMA NpeaHa3HayeHa A8 YCTaHOBKM puAbTpa B
HaKOHEYHMK MUMNETKM U YCTAaHOBKM HaKOHEYHMKa B LUTATMB,
npeasapuUTeIbHO COBPaHHbIN C KOPOOKOW Ha 3TOM XKe NMHUK

The assembly line is designed to fit the filter into the pipette tip
and set the tip into a rack pre-assembled with a box on the
same line

Komnnexkmauyusa obopydosaHus/
Equipment configuration

e CucTema KOHTPOAA Hannumsa GpUbTPa B HAKOHEYHMKe

e Cucrema KOHTpONS 3anosHeHun WwTaTMBa
HaKOHeYHMKamm

e Cucrema oTbpaKoBKM U3aennii

o KoHBeWep BbIrpy3ku nsaenmi

e CMeHHas OCHaCTKa A/19 HaKOHEYHUKOB M KOPOBOK Bcex
TMNOPA3MEpPOB A/1A OAHON ANHUM

e System for monitoring the presence of a filter in the tip

e Control system for filling the rack with tips

e Product rejection system

e Conveyor for unloading products

e Replaceable accessories for tips and boxes of all sizes
for one line

Konuyecmso/
Quantity

1 wt/komnn ana Habopa(HaKOHEUYHUK C GUNBTPOM, LLTATHUB,
Kopo6bka) 300MKn

1wT/Komnn ans HabopoB(HaKOHEYHUK C GUNLTPOM, LUTATUB,
Kopo6bka) 50mkn, 300mkn, 1000mKn

1 pc/set for a set (pipette tips with filter, tip tray, box) 300pl
1 piece/set for a sets (pipette tips with filter, tip tray, box) 50
pl, 300 pul, 1000 pl

Tun obopydosarua /
Type of equipment

oM3meputenbHoe obopyaosaHune/Measuring equipment
oMHKeHepHoe o0bopyaosaHue/Engineering equipment
oMcnbiTaTensHoe obopyaosaHue/Test equipment
VTexHonornyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMeb6enb/Furniture

OCHOoBHble mexHu4ecKue
xapakmepucmuku /
Main technical specifications

o  Pexnm paboTbl - aBTOMaTUYECKNIA

e [lpoM3BOANUTENBHOCTb HE MeHee 4WT/MUH ANA KaXKaou
NNHUN

e DneKTpuyeckoe noaknatodeHume: 400B/50ry, 3PH+N+PE

e Koan4yecTBo HaKOHEYHMKOB B WITAaTMBE — 96LWWIT

e [laBneHue cxKaToro Bo3ayxa 5-76ap

o YepTexu Usgenunii B NpUNOKEHUN

e Operating mode - automatic

e Productivity is not less than 4 pieces/min for each line
e Electrical connection: 400V/50Hz 3PH+N+PE

e Number of tips in a tip tray - 96pcs

e Compressed air pressure 5-7bar

e Product drawings in the appendix
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CrpaHuuya 3 n3 15

CneumnduKkayma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.10

UHble 3HaYumele mexHu4decKue

He cneuméuumpoBaHo

6. | xapakmepucmuku /
Other important specifications Not specified
Asmomamuyeckoe He cneyundmumposaHo
2 GoKyMeHmMuposaHue npouecca N
* | /Automatic documentation of Not specified
process
B nomeLeHMAX: B YNCTbIX NPON3BOACTBEHHbIX MOMELLEHUAX
8 PasmeuweHue / Knacca ISO8
" | Arrangement
Indoors: In clean production rooms of class 1ISO8
9 OzpaHuyeHusa no 2zabapumam / He cneunduumposaro
Size restrictions Not specified
10. Pexcum pabomsi / - KpyrnocyTotHo
Working regime - around the clock
Mamepuansi u nosepxHocmu, Hep:kaBetowas ctanb
11 KOHmMakmupyou,ue ¢ npoodyKmom
| /Materials and surfaces that could Stainless steel
contact product
Heobxodumocms 8 MOHMace, V Tpebyetca /Required
MYyCKO-HAAAO00YHbIX U oHe tpebyetca/ Not required
K8aUUKAUUOHHbIX pabomax
12. | obopydosaHus cneyuaaucmamu
Mocmaswuka /
The necessity of installation, setup
and qualification works
Heobxodumocme 8 saaudayuu V Tpebyetca /Required
fpoyecca ¢ Ucrnosn6308aHUEM oHe TpebyeTtcs/ Not required
13. | daHHO20 0bopydosaHus
cneyuanucmamu lNMocmaswuxa /
The necessity of validation process
Heobxodumocmes 6 0b6y4eHuUU V Tpebyetca /Required
compyOHUKO8 crieyuaanucmamu oHe Tpebyetcs/ Not required
14. | lMocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduMKa rapaHTUMHOIO M MOCTrAPaHTUMAHOIO
obcnyKMBaHuA
1s. CepsucHoe obcnyxcusaHue
/Technical service .
According to the schedule of warranty and post-warranty
service
JonoaHumesibHeble y3sbl U e Yucrawme U cmasoyHble cpeacTBa B 0b6beme rofoBoro
a71emMeHmbl, 3aracHsle 4acmu 0b6CNyKMBaHMUSA
UHCMpPYMeHM®bI, pacxooHble
16, | Mamepuanti 6 komnaekme e (Cleaning and lubricants included in the annual

nocmasku/

Additional nodes and elements
spare parts, tools, RA-related
content in the package

maintenance
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CrpaHuua 4 n3 15

CneumnduKkayma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.10

Cpedcmea uamepeHus,
yCMaHo8seHHble Ha 06opydosaHuu

He cneyundurumposaHo / Not specified

17. / Installed on the equipment
measuring devices
ObopydosaHue, npuHadaexcHocmu | He cneumdumumposaHo / Not specified
U cmaHAapmHele 06pasybl,
18. | Heobxodumsle 01 Keanugpukayuu /
Equipment, facilities and standard
of samples required for qualification
Tpe6osaus K oducmKe u TpebyeTca nepuoamMyeckan OYUCTKA MOIOLLMMM, YACTALLMMU U
. caHumusauuu/ | Ae3MHOMLMPYIOWMMI CpeacTBamMM
Reqy{rementsfor cleaning and Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpebosaHuam NOCT 12.2.003-91
20. TeXHUKg 6e3zonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cneayolian TexHMyeckas AOKYMEHTaUMs AoKHA BbITb
BK/IlOYEHA B KOMMJIEKT NOCTaBKK (06A3aTENbHO):
21 Heobxodumblie 0oKymeHmMbl - nacnopt obopyaosaHuna/ equipment passport
" | /Required documentation - PYKOBOACTBO MOJ/Ib30BaTE/IA Ha PYCCKOM fA3blKe (PYKOBOACTBO
no TexHuyeckomy obcnyxkunsaHuio)/ user manual in Russian
(the maintenance manual)
22. | UHoe / Others He cneyundumumposaHo / Not specified
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CneumnduKkauma TpeboBaHuMii Nonb3oBaTens Ha obopynoBaHue URS-TO.10
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- Sabic PCOR 40,
3 Heykazakwse npedensksie omkAoHenus pasmeped : HIZ: hiZ: +f,/2
4 Heykasawswe numedusie yxnowst 8o 1°
5 Wepoxobamocme noBepxwocmu usdesud odecnevubaemcs gopmypuumy Yocmary npeccgops . Jonyckaemes
wepoxobamocms nofepxwocmy usdenud om Ra 0.21 do Ra 221 § sabucuwocmu om pacnosoxesus nofepxwocmy
OMHOCUMENHO NAOCKOCMY PaTbeMa
6. Mapkupobams nopsdkoluti women eresda wpugmor OLR-B, Bwcomod wpugma 0,7 mw, Bsicomod wad nobegxnocmen
videsus we fosee 0 1mm
7 Cred om mowku bnpsicka Bycomad ve Jonee 0,8 M
8 Opuenmupodossi ofsem usdenus 3539551 wm’
9 Pasmeps 6 fadpamesix ckodikax - Kpumuyeckue
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1 bBasobui mamepuan : floaungonuaes Paxdom ¢ TP om 20 do 44 2p/10 muw u yeadkod om 1 do 2%,
2 Pexomendyensie MOmepuany :
- Borealis BORMED RFEZ5M0.
- LyondellBasell Furell RP374;
- Sabic PCGR 40
3 Heywasawwsie npedesskue OMkAoKeHUs paimepol : HIZ: AiZ: 21,42
4 Heyxasanwsie numedssie ykaoks o 1°
5 WepoxoBamocms nobepxxocmy uzdeaud ofecnesubaemcs gopmysiumy Yacmsmy npeccgopmsi. Jonyckaemes
wepoxofamocme nofepxwocmu videsui om Ra 0.21 do Ra 221 6 sabucumocmu om pacnoaoxerus noBepxrocmu
OMHOCUMEABHO NAOCKOCTY PazbeMa
6. Maprupobame nopsdkobaii Homep 2wesda wpugmow OCR-B, Bucomod wpugma 0.7 wm, Bucomou wad nobepxwocmsiw
vadenus we Jonee 0, 7mM.
7 (red om mosku Bnpsicka Bycomod we Jonee 0,8 wm
8 OpuenmupoBosws odvem usdesus 3795870 mm !
9 Pasweps § xBadpamusx cxodkax - Kpumuseckue.
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1 basobui mamepuan : Monunponunen Pandom ¢ TP om 20 do 44 2p/10mun v ycadkod om 1 do 2%

2. Pexomendyersie wamepuans

- Borealis BORMED RF825MO:

- LyondellBasell Furell RP374;

- Sabic PLGR 40,
3 Heyxasawwsie npedesksie omknonesus pasmepol : HiZ: hiZ: 2,/2
4 Heywasannee aumedne yraoks do 1°
5

WepoxoBamocms nobepxwocmy vsdenud odecnevubaemcs gopuywuumy Yacmamy npeccgopmsl. Jonyckaemes
wepoxoBamacme nobepxrocmy uzdeaud om Ra 021 do Ra 221 6 saBucumocmu om pacnonoxenus nobepxHocmy

OMHOCUMENBKO NACCKOCMY PA3BEMA

6. MapxupoBame nopadkodud Howep ewesda wpugmor OCR-8, Bwcomod wpugma 0.9 mm, Bucomod wad mobepxrocmenw
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7 (ned om mosky Bnpeicka Bsicomad we Jonee (.8 mm
8 Opuenmupobosmsii odsen vsderus 1002481 mm !
9 Pasmepw O xBadpammsix ckolkax - kpumuseckue.
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= KOCMU Pasbema
5 me nopadkobsii Homep 2wesda om OCR-B, Bsicomod wpugma 3,0 mm, Bsicomod wad nobepxHocmsio
= usdenus He Jonee 0,1mm
] 6. MapkupoBams 3wax Bmopuswod nepepadomku ¢ yxkasanuem Kkoda u udenmugukamopa mamepuasa , Bsicomod do 5,5 M
5 Had nobepxrocmen uidenus e donee 0,1my.
& 7 mosku Bnpsicka Bsicomod we donee 0,8 mM.
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3anucu

CtpaHunua 1u3s 5

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO
Tun gOoKymeHTa: LomKHOCTb damunua
[OaTta PaspaboTan: Ywaros [.10.
COCTaB/IeHMUA:
Moanuck
Y1Bepgun:
[aTa yTBepxaeHun
Mognuco

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AO0KYMeEHTauMn B COOTBETCTBMU C ,D,eﬁcTByIOLU,VIMM pernameHTammn npegnpuaTmnA

URS-TO. Cneyugpurkayua mpebosaHuli nons3osamers

LleHTpannsoBaHHaa cucTema 3arpy3ku U nogaum cbipbA.

URS-TO Specification of user requirements

Centralized system for loading and supplying raw materials.
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CtpaHunuya 2 s 5

CneumnduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO
LleHTpanusoBaHHaa cucTema 3arpyskM M Mogadv  Cblpbs
. HasHaverue / NONIMMNPONUEH.
Appointment Centralized system for loading and feeding polypropylene
raw materials.
e (Cunoc pans xpaHeHuA cbipbA obbem 6 — 8 T. C
OAaTYMKAMM YPOBHSA BEPXHETO U HUMKHETO 3aNONHEHUA.
e 3arpysuymMk martepuana B CMJIOC C MAarHUTHOM NOBYLUKOM
—1wr.
e 3arpysyuKku noauMnponuieHa Ha TepmonsactaBTomatsbl 5
wT. O6bem He 6onee 15 Kr
e MarHuTHble NNOBYLLKM B 3arpysymKkm Ha
TepMmonaacTaBToMaTtbl — 6 WT.
e byHKep anAa 3acbinku matepuana — 100 Kr.
e [pobunka ana noamnponuneHa — 1 wr.
Komnaekmayus u Konu4ecmso e YnpaBneHue LLEeHTPaNM30BaHHOM 3arpy3Koil.
2. . obopydosaHusa/ Complete set and
quantity of equipment e Silo for storage of raw materials, volume 2.5 - 3 tons,
with level sensors for top and bottom filling.
e Material loader into the silo with a magnetic trap - 1 pc.
e Polypropylene loaders for injection molding machines 6
pcs. volume not less than 10 kg, but not more than 15
kg
e Magnetic traps in loaders for injection molding
machines - 6 pcs.
e Bunker for filling material - 100 kg.
e Crusher for polypropylene - 1 pc.
e Centralized download management.
oWM3meputenbHoe obopyaosaHune/Measuring equipment
oWHkeHepHoe obopyaosaHue/Engineering equipment
3 Tun obopydosarua / oMcnbiTaTensHoe obopyaosaHue/Test equipment
) Type of equipment VTexHonornyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment
oMeb6enb/Furniture
o Pexnm paboTbl - aBTOMaTUYECKNIA
e MaKcMmanbHas NPoM3BOAUTENbHOCTb B CYTKM
TEPMOMN/IAacTaBTOMATOB:
TNA 1 (no3.111-01) — 250 kr.
TNA 2 (no3.111-06) — 500 Kr.
TNA 3 (no3.111-11) — 350 Kr.
TNA 4 (no3.111-16) — 950 Kr.
4 TANA 5 (no3.111-21) — 925 kr.
) OCHOBHble mexHuU4ecKue e OCHOBHOI MmaTepman Kopnyca cMi0ca U 3arpy3ymKoB
xapakmepucmuku / — HeprKaBetoLw,asn CTab, aHOANPOBAHHbIN aNtOMUHUIA
Main technical specifications e BcTpoeHHble duNbTpa ANA OTAENEHMA BO3ayXa OT
maTepuana
e BakyymHbIii TpybonpoBos U coegmHUTENbHbIE
MaTepuanbl BbINOJHEHbI U3 HEPXKABEHOLLLEN CTanu
e [lpobunKa c nponsBoanTenbHOCTbIO 40 40 Kr/u, ¢
3aLLMTOM OT 3aKJIMHUBAHUA HOMKEM
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CneumnduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO

e Operating mode - automatic
e Maximum daily productivity of injection molding

machines:
° IMM 1 (111-01) - 250 kg.
° IMM 2 (111-06) - 500 kg.
° IMM 3 (111-11) - 350 kg.
o IMM 4 (111-16) - 950 kg
° IMM 5 (111-21) - 925 kg.

e The main material of the silo body and loaders is
stainless steel, anodized aluminum

e Built-in filters to separate air from material

e Vacuum piping and connecting materials made of

stainless steel

e Crusher with a capacity of up to 40 kg / h, with
protection against jammed knives

AsmomamuyecKoe
O0KyMeHmuposaHue rpouyecca

He cneundumumposaHo

> /Automatic documentation of Not specified
process
B nomeweHuMAX: B UUCTbIX TPON3BOACTBEHHbIX MOMELLLEHNAX
6 PasmeuweHue / Knacca «D» (ISO8)
) Arrangement
Indoors: In clean production rooms of class «D» (ISO8)
7 OzpaHu4eHua no 2abapumam / BbicoTa cunoca He 6onee 3 m /
) Size restrictions Silo height no more than 3 m
3 Pexcum pabomel / - 24 4aca
) Working regime - 24 hours
Mamepuans! u nogepxHocmu, Hep:kasetowwan ctanb /
9 KOHMakmupyrowue ¢ npodyKkmom '
) /Materials and surfaces that Stainless steel
could contact product
Heobxodumocme 8 MOHMaM (e, V Tpebyetca /Required
MYyCKO-HAAAO0YHbIX U oHe TpebyeTcs/ Not required
KeanupuKkayuoHHbIX pabomax
10. obopydosaHuAa cneyuaaucmamu
Mocmasuwjuka /
The necessity of installation, setup
and qualification works
Heobxodumocmeo 8 saaudauyuu V Tpebyetca /Required
fpouecca ¢ ucrnonb308aHuem OHe Tpebyetca/ Not required
1 0aHHo20 0bopydosaHus
) cneyuanucmamu Mocmasujuka /
The necessity of validation
process
Heobxodumocme 8 0by4yeHUU V Tpebyetca /Required
CompyoHUKO8 crieyuanucmamu oHe Tpebyetca/ Not required
12. Mocmaswuka /
The necessity in additional
trainings by supplier
13. CepsucHoe obcayxusaHue CornacHo rpaduKa rapaHTUMHOrO WM MOCTrapaHTUIHOIO




000 «Y-Y NNo»

CrpaHnua 4 ns 5

CneumnduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO

/Technical service

obcnyKMBaHuA

According to the schedule of warranty and post-warranty
service

CpeAacTBa M3mepeHus,

TeH3omeTpua /

14 YCTaQHOB/IEHHbIE Ha Tensometry
) obopyaosaHum / Installed on the
equipment measuring devices
TpebosaHusA K o4UCMKe U Tpebyetca  nepuoguyeckas  OYMCTKA  MOKOWMMMU, WU
15. caHumu3sayuu / Ae3MHOULMPYIOWMMI CpeacTBaMM
Requirements for cleaning and
sanitization Periodic cleaning with detergents and disinfectants required
CornacHo TpeboBaHuam FOCT 12.2.003-91
16. TexHuka 6e3onacHocmu/
Industrial safety
According to the requirements of Russian GOST 12.2.003-91
Cneayoulas TeXHMYECKas JOKYMEHTALMA AONKHA ObITb
BK/IlOYEHA B KOMMJIEKT NOCTaBKU (06A3aTENbHO):
17 Heobxodumbie 0oKymeHmMbl - nacnopt obopyaosaHua / equipment passport
) /Required documentation - PYKOBOACTBO MO/1b30BaTE/IA Ha PYCCKOM f3blKe
(pykoBoAacCTBO NO TeXHUYECKOMY 06CNYy»KMBaHUI0)/ user
manual in Russian (the maintenance manual)
18. WHoe / Others He cneyundurumposaHo / Not specified
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OAO «Y-Y NMNO»

3anucu

CtpaHunua 1u3s 5

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.01
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
Yreepaun: eHepa/ibHbIi AUPeKTop JlyuHukos B.B
[aTta yTBepxaeHua
MNognucb

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMEeHTauMn B COOTBETCTBUU C p,e[/'lCTByIOU.I,MMM pernameHTamum npegnpuATmnA

URS-TO.01 Cneyugpukayua mpebosaHuli nonszosamens

Mpecc-popma nsgenna HaKoHeYHUK 50 mkn.

URS-TO.01 Specification of user requirements

Mold for product tip 50 pl.



OAO «Y-Y NMNO»

CtpaHunuya 2 s 5

CneumnduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.01

Ha3HavyeHue /
Appointment

dopma ana AnTbA naactmacc noj pasneHuem (dbopmytowas
OCHaCTKa, npecc ¢opma) npeaHasHayeHa ANA NOAyYeHUA
n3aennm pa3InyHOM KOHUrypaunm M3  MeTannos,
NOSIMMEPHbIX U APYTUX MATEPUANOB NOA AEUCTBUMEM AaBAEHWUA,
CO34,aBaemMOro Ha /NTbeBbIX MawuHax. [pecc-popma -
OCHOBHOW 3/1eMeHT obopynoBaHus, onpeaensowmi
KOHCTPYKLMIO M Ka4ecTBO FOTOBOFO NOAMMEPHOTO U3aenums.

Mold for plastic injection under pressure (forming tooling,
mold) is designed to produce products of various configurations
from metals, polymeric and other materials under the influence
of pressure generated on injection molding machines. The mold
is the main piece of equipment that determines the design and
quality of the finished polymer product.

Komnnekmauyusa obopydosaHus/
Equipment configuration

e [Ipecc-bopma ana nsagenma HakoHedHUK 50 mkn, 32
rHesga
e KoHTposnep ropayekaHasibHON CUCTEMDI

e Mold for product tip 50 pl, 32 cavity
e Controller for hot runner system

Konuuyecmeo/
Quantity

1 wr/komnn

1 piece/set

Tun obopydosaHus /
Type of equipment

oM3meputenbHoe obopyaosaHune/Measuring equipment
oWHkeHepHoe obopyaosaHue/Engineering equipment
oWcnbiTaTenbHoe obopyaoBaHue/Test equipment
VTexHonorndyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMe6ens/Furniture

OCHOBHble mexHu4ecKkue
Xxapakmepucmuku /
Main technical specifications

e  Tun AnTbA - ropAYeKaHanbHOe

e Pexum paboTbl - aBTOMATUYECKUIA

e [1nqa u3rotoBneHUsA npecc-Gpopmbl A0OKHA
NPUMEHATBLCA MHCTPYMEHTA/IbHAA CTa/ib C TBEPAOCTbIO
ans nant He meHee 30HRC, ans dopmoobpasyowmx He
meHee 48HRC

e MaTepuan cbipba 418 rOTOBOrO U3Jenma —
noaunponuaex ¢ NTP 20-50rp/10muH

e Pabouyee BxoaHoe HanpsxeHne: AC220B/380B 500,

e MaKcMmanbHaa TemnepaTtypa Harpesa npecc-Gpopmbl C
nomolLLbto KoHTpoanepa: 340 °C.

e Bpems umkna He 6onee 8 cek

e Injection type - hot runner

e Operating mode - automatic

e For the manufacture of the mold must be used tool
steel with a hardness for plates of at least 30HRC, for
forming at least 48HRC

e Raw material for the finished product - polypropylene
with MFR 20-50gr / 10min

e Working input voltage: AC220V / 380V 50Hz




OAO «Y-Y NMNO»

CrpaHnuya 3 ms 5

CneumnduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.01

e Maximum temperature of heating the mold by
controller: 340 °C.
e Cycle time no more than 8 sec

UHble 3HaYumble mexHuveckue

o MeTpuuyeckme pesbba KpenerkHbiX 3/1eMeHTOB

e [He3ga npecc-bopm, A0KHbI UMETb MAPKMUPOBKY C
YKa3aHWem nopagKoBoro Homepa rHesaa

e  JIMTHUKOBbIE KaHa/bl M Fa300TBOAbI AO/IXKHbI UMETb
NAaBHble Nepexoabl

e Cucrtema oxnaxkaeHus npecc-popm A0KHa bbITb
repMeTMYHOM U BblAEPKNBATb AaB/IEHNE
oxnaxkgatouien xuakoctn 0,6 Mla

6. | xapakmepucmuxu /
Other important specifications e Metric thread of fasteners
e Mold sockets must be marked with the serial number
of the socket
e Gating channels and gas outlets must have smooth
transitions
e The mold cooling system must be sealed and withstand
a coolant pressure of 0.6 MPa
Asmomamuyeckoe He cneundunumposaHo
7 00KyMeHmMuposaHue npoyecca N
" | /Automatic documentation of Not specified
process
B nomeLeHMAX: B UNCTbIX NPOMN3BOACTBEHHbIX MOMELLEHUAX
3 PasmeuweHue / Knacca ISO8
" | Arrangement
Indoors: In clean production rooms of class ISO8
9 OzpaHu4eHua no cabapumam / He cneunduunposano
Size restrictions Not specified
10. Pexcum pabomesi / - KPYIIIOCYTO"HO
Working regime - around the clock
Mamepuasns! u nosepxHocmu, Koppo3nMOHHOCTOMKan/MHCTPYMEeHTabHas cTanb
KOHmMaxkmupyoujue ¢ npooyKkmom
11. /Materials and surfaces that could Corrosion resistant steel/ tool steel
contact product
Heobxodumocmes 8 MOHMaMce, V Tpebyetca /Required
MyCKO-HAAAO0YHbIX U oHe TpebyeTtcs/ Not required
KeanupuKayUoHHbIX pabomax
12. | obopydosaHua cneyuaaucmamu
Mocmaswjuka /
The necessity of installation, setup
and qualification works
Heobxooumocmes 6 sanudayuu V Tpebyetca /Required
13, | MPoyecca ¢ ucnonbsosaruem OHe TpebyeTtcs/ Not required

0aHHO20 0bopydosaHus
cneyuanucmamu Mocmasuwuka /




OAO «Y-Y NMNO»

CrpaHnua 4 ns 5

CneumnduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.01

The necessity of validation process

Heobxodumocme 8 0by4eHuUU
COmpyoHUKO8 creyuanucmamu

V Tpebyetca /Required
oHe Tpebyetca/ Not required

14. | Nocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduMKa rapaHTMMHOIO UM  NOCTrapPaHTUMHOrO
obcnyKuBaHus
15 CepsucHoe obcnyxusaHue
" | /Technical service .
/ According to the schedule of warranty and post-warranty
service
e 3anacHble ¢opmoobpasytowme Yactm B Kon-se 10% ot
JononHumensHele y3nbi U
06LLero Kon-Ba rHesg,
a1eMeHmol, 3anacHele Yyacmu
e Yucrawme U cmasoyHble cpeacTBa B 0b6beme rofoBoro
UHCMpPYMEHMbI, PACXOOHbIEe
obcnyKuBaHus
16. | Mamepuasntl 6 Komnnekme
" | nocmaeku/
» re shapin rts in the amount of 10% of th I
Additional nodes and elements * Spare shaping parts in the amount of 10% of the tota
number of nests
spare parts, tools, RA-related ) ) ) )
. e C(Cleaning and lubricants included in the annual
content in the package )
maintenance
CpeacTtBa nsmepeHus, He cneyundurumposaHo / Not specified
17, | YcTaHoBNHHbIE Ha obopynoBaHuM
" | / Installed on the equipment
measuring devices
ObopydosaHue, npuHadnexHocmu | He cneunduumposaHo / Not specified
U cmaHAapmHsie 06pasuybi,
18. | Heobxodumblie 04 Keanuguxkayuu /
Equipment, facilities and standard
of samples required for qualification
TpebyeTca nepuoamMyeckan OYUCTKa MOKOLLMMM, YACTALLMMU U
TpebosaHus K oyucmke u 2314:(1)14 " E)o ﬁ'MM CDenCTBAMM - -
19 caHumusayuu / A HApYIoL pea
" | Requirements for cleaning and . . . L
q. o f g Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpebosaHmam NOCT 12.2.003-91
20 TexHuka 6e3onacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cnepyiouian TexHMYecKan AOKYMEHTaUMA AOMKHA BbITb
BK/IHOYEHA B KOMMNJIEKT NOCTaBKM (06A3aTeIbHO):
21 Heobxodumesie doKymeHMbl - nacnopt npecc-popmbl/ mould passport
" | /Required documentation - PYKOBOACTBO MOJ/Ib30BaTE/IA Ha PYCCKOM fA3blKe (PYKOBOACTBO
no TexHuyeckomy obcnyxknsaHutio)/ user manual in Russian
(the maintenance manual)
22. | UHoe / Others He cneymndurumposaHo / Not specified
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OAO «Y-Y NMNO»

3anucu

CtpaHunua 1u3s 5

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.02
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
Yreepaun: eHepa/ibHbIi AUPeKTop JlyuHukos B.B
[aTta yTBepxaeHua
MNognucb

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMEeHTauMn B COOTBETCTBUU C p,e[/'lCTByIOU.I,MMM pernameHTamum npegnpuATmnA

URS-T0.02 Cneyugpukayua mpebosaHuli nonszosamens

Mpecc-popma nspgenna HakoHedyHUK 300 mKAn.

URS-TO.02 Specification of user requirements

Mold for product tip 300 pl.



OAO «Y-Y NMNO»

CrtpaHunua 2 s 5

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.02

HasHayeHue /
Appointment

dopma ana AnTbA naactmacc noj pasneHuem (dbopmytowas
OCHaCTKa, npecc ¢opma) npeaAHasHayeHa A[aAa NOAyYeHUA
n3aennm pa3InyHOM KOHUrypaunm M3  MeTannos,
NOSIMMEPHbIX U APYTUX MATEPUANOB NOA AEUCTBUMEM AaBAEHWUA,
CO34,aBaemMOro Ha /NTbeBbIX MawuHax. [pecc-popma -
OCHOBHOW 3/1eMeHT obopynoBaHus, onpeaensowmi
KOHCTPYKLMIO M Ka4ecTBO FOTOBOFO NOAMMEPHOTO U3aenums.

Mold for plastic injection under pressure (forming tooling,
mold) is designed to produce products of various configurations
from metals, polymeric and other materials under the influence
of pressure generated on injection molding machines. The mold
is the main piece of equipment that determines the design and
quality of the finished polymer product.

Komnnekmauyusa obopydosaHus/
Equipment configuration

e [Ipecc-bopma ana nsgenma HakoHeuyHuK 300 mkn, 64
rHesga
e KoHTposnep ropayekaHasibHON CUCTEMDI

e Mold for product tip 300 pl, 64 nests
e Controller for hot runner system

Konuuyecmeo/
Quantity

1 wr/komnn

1 piece/set

Tun obopydosaHus /
Type of equipment

oM3meputenbHoe obopyaosaHune/Measuring equipment
oWHkeHepHoe obopyaosaHue/Engineering equipment
oWcnbiTaTenbHoe obopyaoBaHue/Test equipment
VTexHonorndyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMe6ens/Furniture

OCHOBHble mexHu4ecKkue
Xxapakmepucmuku /
Main technical specifications

e  Tun AnTbA - ropAYeKaHanbHOe

e Pexum paboTbl - aBTOMATUYECKUIA

e [1nqa u3rotoBneHUsA npecc-Gpopmbl A0OKHA
NPUMEHATBLCA MHCTPYMEHTA/IbHAA CTa/ib C TBEPAOCTbIO
ans nant He meHee 30HRC, ans dopmoobpasyowmx He
meHee 48HRC

e MaTepuan cbipba 418 rOTOBOrO U3Jenma —
noaunponuaex ¢ NTP 20-50rp/10muH

e Pabouyee BxoaHoe HanpsxeHne: AC220B/380B 500,

e MaKcMmanbHaa TemnepaTtypa Harpesa npecc-Gpopmbl C
nomolLLbto KoHTpoanepa: 340 °C.

e Bpems umkna He 6onee 8 cek

e Injection type - hot runner

e Operating mode - automatic

e For the manufacture of the mold must be used tool
steel with a hardness for plates of at least 30HRC, for
forming at least 48HRC

e Raw material for the finished product - polypropylene
with MFR 20-50gr / 10min

e Working input voltage: AC220V / 380V 50Hz




OAO «Y-Y NMNO»

CrpaHnua 3 ms 5

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.02

e Maximum temperature of heating the mold by
controller: 340 °C.
e Cycle time no more than 8 sec

UHble 3HaYumble mexHuveckue

e MeTpuueckan pesbba KpenerHbiX 3/1eMeHTOB

e [He3ga npecc-bopm, A0KHbI UMETb MAPKMUPOBKY C
YKa3aHWem nopagKoBoro Homepa rHesaa

e  JIMTHUKOBbIE KaHa/bl M Fa300TBOAbI AO/IXKHbI UMETb
NAaBHble Nepexoabl

e Cucrtema oxnaxkaeHus npecc-popm A0KHa bbITb
repMeTMYHOM U BblAEPKNBATb AaB/IEHNE
oxnaxkgatouien xuakoctn 0,6 Mla

6. | xapakmepucmuxu /
Other important specifications e Metric thread of fasteners
e Mold sockets must be marked with the serial number
of the socket
e Gating channels and gas outlets must have smooth
transitions
e The mold cooling system must be sealed and withstand
a coolant pressure of 0.6 MPa
Asmomamuyeckoe He cneundunumposaHo
7 00KyMeHmMuposaHue npoyecca N
" | /Automatic documentation of Not specified
process
B nomeLeHMAX: B UNCTbIX NPOMN3BOACTBEHHbIX MOMELLEHUAX
3 PasmeuweHue / Knacca ISO8
" | Arrangement
Indoors: In clean production rooms of class ISO8
9 OzpaHu4eHua no cabapumam / He cneunduunposano
Size restrictions Not specified
10. Pexcum pabomesi / - KPYIIIOCYTO"HO
Working regime - around the clock
Mamepuasns! u nosepxHocmu, Koppo3nMOHHOCTOMKan/MHCTPYMEeHTabHas cTanb
KOHmMaxkmupyoujue ¢ npooyKkmom
11. /Materials and surfaces that could Corrosion resistant steel/ tool steel
contact product
Heobxodumocmes 8 MOHMaMce, V Tpebyetca /Required
MyCKO-HAAAO0YHbIX U oHe TpebyeTtcs/ Not required
KeanupuKayUoHHbIX pabomax
12. | obopydosaHua cneyuaaucmamu
Mocmaswjuka /
The necessity of installation, setup
and qualification works
Heobxooumocmes 6 sanudayuu V Tpebyetca /Required
13, | MPoyecca ¢ ucnonbsosaruem OHe TpebyeTtcs/ Not required

0aHHO20 0bopydosaHus
cneyuanucmamu Mocmasuwuka /




OAO «Y-Y NMNO»

CrpaHnua 4 ns 5

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.02

The necessity of validation process

Heobxodumocme 8 0by4eHuUU
COmpyoHUKO8 creyuanucmamu

V Tpebyetca /Required
oHe Tpebyetca/ Not required

14. | Nocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduMKa rapaHTMMHOIO UM  NOCTrapPaHTUMHOrO
obcnyKuBaHus
15 CepsucHoe obcnyxusaHue
" | /Technical service .
/ According to the schedule of warranty and post-warranty
service
e 3anacHble ¢opmoobpasytowme Yactm B Kon-se 10% ot
JononHumensHele y3nbi U
06LLero Kon-Ba rHesg,
a1eMeHmol, 3anacHele Yyacmu
e Yucrawme U cmasoyHble cpeacTBa B 0b6beme rofoBoro
UHCMpPYMEHMbI, PACXOOHbIEe
obcnyKuBaHus
16. | Mamepuasntl 6 Komnnekme
" | nocmaeku/
» re shapin rts in the amount of 10% of th I
Additional nodes and elements * Spare shaping parts in the amount of 10% of the tota
number of nests
spare parts, tools, RA-related ) ) ) )
. e C(Cleaning and lubricants included in the annual
content in the package )
maintenance
CpeacTtBa nsmepeHus, He cneyundurumposaHo / Not specified
17, | YcTaHoBNHHbIE Ha obopynoBaHuM
" | / Installed on the equipment
measuring devices
ObopydosaHue, npuHadnexHocmu | He cneunduumposaHo / Not specified
U cmaHAapmHsie 06pasuybi,
18. | Heobxodumblie 04 Keanuguxkayuu /
Equipment, facilities and standard
of samples required for qualification
TpebyeTca nepuoamMyeckan OYUCTKa MOKOLLMMM, YACTALLMMU U
TpebosaHus K oyucmke u 2314:(1)14 " E)o ﬁ'MM CDenCTBAMM - -
19 caHumusayuu / A HApYIoL pea
" | Requirements for cleaning and . . . L
q. o f g Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpebosaHmam NOCT 12.2.003-91
20 TexHuka 6e3onacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cnepyiouian TexHMYecKan AOKYMEHTaUMA AOMKHA BbITb
BK/IHOYEHA B KOMMNJIEKT NOCTaBKM (06A3aTeIbHO):
21 Heobxodumesie doKymeHMbl - nacnopt npecc-popmbl/ mould passport
" | /Required documentation - PYKOBOACTBO MOJ/Ib30BaTE/IA Ha PYCCKOM fA3blKe (PYKOBOACTBO
no TexHuyeckomy obcnyxknsaHutio)/ user manual in Russian
(the maintenance manual)
22. | UHoe / Others He cneymndurumposaHo / Not specified
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.03
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
Yreepaun: eHepa/ibHbIi AUPeKTop JlyuHukos B.B
[aTta yTBepxaeHua
MNognucb

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMEeHTauMn B COOTBETCTBUU C p,e[/'lCTByIOU.I,MMM pernameHTamum npegnpuATmnA

URS-TO.03 Cneyugpukayua mpebosaHuli nonszosamens

Mpecc-popma nspgenna HakoHedyHUK 1000 mKn.

URS-TO.03 Specification of user requirements

Mold for product tip 1000 pl.
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.03

HasHayeHue /
Appointment

dopma ana AnTbA naactmacc noj pasneHuem (dbopmytowas
OCHaCTKa, npecc ¢opma) npeaAHasHayeHa A[aAa NOAyYeHUA
n3aennm pa3InyHOM KOHUrypaunm M3  MeTannos,
NOSIMMEPHbIX U APYTUX MATEPUANOB NOA AEUCTBUMEM AaBAEHWUA,
CO34,aBaemMOro Ha /NTbeBbIX MawuHax. [pecc-popma -
OCHOBHOW 3/1eMeHT obopynoBaHus, onpeaensowmi
KOHCTPYKLMIO M Ka4ecTBO FOTOBOFO NOAMMEPHOTO U3aenums.

Mold for plastic injection under pressure (forming tooling,
mold) is designed to produce products of various configurations
from metals, polymeric and other materials under the influence
of pressure generated on injection molding machines. The mold
is the main piece of equipment that determines the design and
quality of the finished polymer product.

Komnnekmauyusa obopydosaHus/
Equipment configuration

e [Ipecc-¢opma ana nsgenma HakoHedHnK 1000 mkn, 48
rHesp,
e KoHTposnep ropayekaHasibHON CUCTEMDI

e Mold for product tip 1000 pl, 48 nests
e Controller for hot runner system

Konuuyecmeo/
Quantity

1 wr/komnn

1 piece/set

Tun obopydosaHus /
Type of equipment

oM3meputenbHoe obopyaosaHune/Measuring equipment
oWHkeHepHoe obopyaosaHue/Engineering equipment
oWcnbiTaTenbHoe obopyaoBaHue/Test equipment
VTexHonorndyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMe6ens/Furniture

OCHOBHble mexHu4ecKkue
Xxapakmepucmuku /
Main technical specifications

e  Tun AnTbA - ropAYeKaHanbHOe

e Pexum paboTbl - aBTOMATUYECKUIA

e [1nqa u3rotoBneHUsA npecc-Gpopmbl A0OKHA
NPUMEHATBLCA MHCTPYMEHTA/IbHAA CTa/ib C TBEPAOCTbIO
ans nant He meHee 30HRC, ans dopmoobpasyowmx He
meHee 48HRC

e MaTepuan cbipba 418 rOTOBOrO U3Jenma —
noaunponuaex ¢ NTP 20-50rp/10muH

e Pabouyee BxoaHoe HanpsxeHne: AC220B/380B 500,

e MaKcMmanbHaa TemnepaTtypa Harpesa npecc-Gpopmbl C
nomolLLbto KoHTpoanepa: 340 °C.

e Bpems umkna He 6onee 8 cek

e Injection type - hot runner

e Operating mode - automatic

e For the manufacture of the mold must be used tool
steel with a hardness for plates of at least 30HRC, for
forming at least 48HRC

e Raw material for the finished product - polypropylene
with MFR 20-50gr / 10min

e Working input voltage: AC220V / 380V 50Hz
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.03

e Maximum temperature of heating the mold by
controller: 340 °C.
e Cycle time no more than 8 sec

UHble 3HaYumble mexHuveckue

e MeTpuueckan pesbba KpenerHbiX 3/1eMeHTOB

e [He3ga npecc-bopm, A0KHbI UMETb MAPKMUPOBKY C
YKa3aHWem nopagKoBoro Homepa rHesaa

e  JIMTHUKOBbIE KaHa/bl M Fa300TBOAbI AO/IXKHbI UMETb
NAaBHble Nepexoabl

e Cucrtema oxnaxkaeHus npecc-popm A0KHa bbITb
repMeTMYHOM U BblAEPKNBATb AaB/IEHNE
oxnaxkgatouien xuakoctn 0,6 Mla

6. | xapakmepucmuxu /
Other important specifications e Metric thread of fastaners
e Mold sockets must be marked with the serial number
of the socket
e Gating channels and gas outlets must have smooth
transitions
e The mold cooling system must be sealed and withstand
a coolant pressure of 0.6 MPa
Asmomamuyeckoe He cneundunumposaHo
7 00KyMeHmMuposaHue npoyecca N
" | /Automatic documentation of Not specified
process
B nomeLeHMAX: B UNCTbIX NPOMN3BOACTBEHHbIX MOMELLEHUAX
3 PasmeuweHue / Knacca ISO8
" | Arrangement
Indoors: In clean production rooms of class ISO8
9 OzpaHu4eHua no cabapumam / He cneunduunposano
Size restrictions Not specified
10. Pexcum pabomesi / - KPYIIIOCYTO"HO
Working regime - around the clock
Mamepuasns! u nosepxHocmu, Koppo3nMOHHOCTOMKan/MHCTPYMEeHTabHas cTanb
KOHmMaxkmupyoujue ¢ npooyKkmom
11. /Materials and surfaces that could Corrosion resistant steel/ tool steel
contact product
Heobxodumocmes 8 MOHMaMce, V Tpebyetca /Required
MyCKO-HAAAO0YHbIX U oHe TpebyeTtcs/ Not required
KeanupuKayUoHHbIX pabomax
12. | obopydosaHua cneyuaaucmamu
Mocmaswjuka /
The necessity of installation, setup
and qualification works
Heobxooumocmes 6 sanudayuu V Tpebyetca /Required
13, | MPoyecca ¢ ucnonbsosaruem OHe TpebyeTtcs/ Not required

0aHHO20 0bopydosaHus
cneyuanucmamu Mocmasuwuka /
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.03

The necessity of validation process

Heobxodumocme 8 0by4eHuUU
COmpyoHUKO8 creyuanucmamu

V Tpebyetca /Required
oHe Tpebyetca/ Not required

14. | Nocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduMKa rapaHTMMHOIO UM  NOCTrapPaHTUMHOrO
obcnyKuBaHus
15 CepsucHoe obcnyxusaHue
" | /Technical service .
/ According to the schedule of warranty and post-warranty
service
e 3anacHble ¢opmoobpasytowme Yactm B Kon-se 10% ot
JononHumensHele y3nbi U
06LLero Kon-Ba rHesg,
a1eMeHmol, 3anacHele Yyacmu
e Yucrawme U cmasoyHble cpeacTBa B 0b6beme rofoBoro
UHCMpPYMEHMbI, PACXOOHbIEe
obcnyKuBaHus
16. | Mamepuasntl 6 Komnnekme
" | nocmaeku/
» re shapin rts in the amount of 10% of th I
Additional nodes and elements * Spare shaping parts in the amount of 10% of the tota
number of nests
spare parts, tools, RA-related ) ) ) )
. e C(Cleaning and lubricants included in the annual
content in the package )
maintenance
CpeacTtBa nsmepeHus, He cneyundurumposaHo / Not specified
17, | YcTaHoBNHHbIE Ha obopynoBaHuM
" | / Installed on the equipment
measuring devices
ObopydosaHue, npuHadnexHocmu | He cneunduumposaHo / Not specified
U cmaHAapmHsie 06pasuybi,
18. | Heobxodumblie 04 Keanuguxkayuu /
Equipment, facilities and standard
of samples required for qualification
TpebyeTca nepuoamMyeckan OYUCTKa MOKOLLMMM, YACTALLMMU U
TpebosaHus K oyucmke u 2314:(1)14 " E)o ﬁ'MM CDenCTBAMM - -
19 caHumusayuu / A HApYIoL pea
" | Requirements for cleaning and . . . L
q. o f g Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpebosaHmam NOCT 12.2.003-91
20 TexHuka 6e3onacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cnepyiouian TexHMYecKan AOKYMEHTaUMA AOMKHA BbITb
BK/IHOYEHA B KOMMNJIEKT NOCTaBKM (06A3aTeIbHO):
21 Heobxodumesie doKymeHMbl - nacnopt npecc-popmbl/ mould passport
" | /Required documentation - PYKOBOACTBO MOJ/Ib30BaTE/IA Ha PYCCKOM fA3blKe (PYKOBOACTBO
no TexHuyeckomy obcnyxknsaHutio)/ user manual in Russian
(the maintenance manual)
22. | UHoe / Others He cneymndurumposaHo / Not specified
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URS-TO.03
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.04
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
yreepaun: FeHepabHbIi AUpPeKTop
[aTta yTBepxaeHua
MNoanuck

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMEeHTauMn B COOTBETCTBUU C p,eﬁcTBleUJMMM pernameHTamum npegnpuATmnA

URS-TO.04 Cneyugukayua mpebosaHuli nosnszosamens

TepmonnacrasTomart gnAa Usgenma HakKOHeYHUK ANA NUNETOK 300mKn

URS-TO.04 Specification of user requirements

Injection molding machine for product Pipette tips 300ul
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CneuunduKkauma TpeboBaHuMii Nonb30BaTeNs Ha obopyaoBaHMe

URS-TO.04

HasHaveHue /
Appointment

TepmonnacrastomaT(TMA) — MHXEKLUNOHHO-NUTbEeBaA
MallnHa, nNpuUMeHsiemas [A/a W3roTOB/AEeHMA geTanei w3
Pa3NINYHbBIX MOAMMEPHbLIX MATEPUANOB METOA0M /IUTbA MOA,
LaB/IEHNEM.

Injection Molding Machine(/IMM) used for the manufacture of
parts from various polymer materials by injection molding.

Komnnexkmauyua obopydosaHus/
Equipment configuration

e TepmonnacrasTomar
e KoHBeWep BbIrpy3ku nsaenmi

e Injection Molding Machine
e Conveyor for product unloading

Konuyecmso/
Quantity

1 wr/Komnn

1 piece/set

Tun obopydosarua /
Type of equipment

oW3meputenbHoe obopyaosaHne/Measuring equipment
oWHskeHepHoe obopyaosaHne/Engineering equipment
oMcnbiTatenbHoe o6opyaosaHme/Test equipment
VTexHonornyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMe6enb/Furniture

OcHoBHble mexHuU4YecKue
xapakmepucmuku /
Main technical specifications

e Pexum paboTbl - aBTOMaATUYECKNIA

e Martepnan coblpba AnA  roToBOro
noannponuaex ¢ NMTP 20-50rp/10muH

e DneKTpuyeckoe noaknatodeHme: 400B/50ry, 3PH+N+PE

e MakcmmanbHaa TemnepaTypa Harpesa aKkcTpygepa: 320
°C

e Bpemsa nosHoro umkna He 6bonee 8cek

e KosnuuyectBo rHesg npecchopmbl — 64

e CKopoOCTb Bnpbicka He meHee 400mm/c

e YepTexx wm3genua, BbliNyckaemoro Ha pgaHHom TIMA B
NPUJIOKEHUN

uspenna  —

e Operating mode - automatic

e Raw material for the finished product - polypropylene
with MFR 20-50gr / 10min

e Electrical connection: 400V/50Hz 3PH+N+PE

e Maximum temperature of extruder heating: 320 °C.

e Full cycle time no more 8 sec

e Number of mold cavities - 64

e Injection speed no less 400mm/sec

e Drawing of product manufactured on this injection
molding machine in the appendix

VHble 3Ha4umble mexHuU4YecKue
xapakmepucmuku /

e MeTpunyeckas pe3b6a KpeneXxXHbIX 3/1eMeHTOB
° KO}'IJ'IEKTOp ANnA NOAKNKYEHUA LWNIAHIOB OXNnaxXgeHuA
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Other important specifications

npecc-popmbl

NHTepdelic nogKkntoyeHUs KoHBeepa
NHTepdelic nogKntoueHns gosatopa
NHTepdelic NOAKAOYEHMA CUCTEM  3aLLMTHI
dopmbl

Posetkm Ha 230B wn 400B pgna
nepudepunitHoro obopysosaHms
OTobpaxkeHune Temneparypbl " AaBneHns
oxJlaxKaatolLen )uakoctm npecc-popmbl Ha U4M

npecc-

noaknr4eHunA

Metric thread of fasteners

Manifold for connecting mold cooling hoses

Conveyor connection interface

Dosing unit connection interface

Mold protection systems connection interface

230V and 400V sockets for connecting peripheral
equipment

Display of temperature and pressure of the coolant of
the mold on the HMI

AsmomamuyecKoe
OoKyMeHmMuposaHue npouyecca

He cneundumumposaHo

7. /Automatic documentation of Not specified
process
B nomeLeHMAX: B UNCTbIX NPOU3BOACTBEHHbIX MOMELLEHUAX
3 PasmeuweHue / Knacca «D» (ISO8)
" | Arrangement
Indoors: In clean production rooms of class «D» (ISO8)
9 OzpaHuyeHus no eabapumam / He cneunduunposano
Size restrictions Not specified
10. Pexcum pabomesi / - KpyrnocyTotHo
Working regime - around the clock
KoHBeMep:
e [Y/nnactmkosas fieHTa
Mamepuarnesi u nosepxHocmu, e AHOAMPOBAHHbINM aNOMUHUN
11, | KoHmakmupyiouue ¢ npodykmom
/Materials and surfaces that could Conveyor:
contact product e PU/plastik tape
e Anodized aluminum
Heobxooumocmb 8 MOHMax (e, V Tpebyetca /Required
MyCKO-HAAAO0YHbIX U oHe Tpebyetcs/ Not required
KeanupuKkayuoHHbIX pabomax
12. | obopydosaHusa cneyuaaucmamu
Mocmasuwjuka /
The necessity of installation, setup
and qualification works
Heobxodumocmes 6 sanudayuu V Tpebyetca /Required
13. | npouyecca c ucnonvzosaHuem oHe TpebyeTtcs/ Not required

0aHHo20 obopydosaHus
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cneyuanucmamu lNMocmaswuka /
The necessity of validation process

Heobxodumocmeo 6 06y4eHuUU
compyOHUKO8 crieyuanucmamu

V Tpebyetca /Required
oHe Tpebyetca/ Not required

14. | lMocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduKa rapaHTUMHOIO UM MOCTrapaHTUMHOIO
obcnyKuBaHus
15, Cepeuc'Hoe 06C{1y1+cueaHue
/Technical service According to the schedule of warranty and post-warranty
service
JonoaHumesibHbie y3sbl U e Yucrawme n cmasoyHble CpeacTBa B 06beMe rofoBoro
an1emMeHmbol, 3aracHsle 4acmu ob6CcNyKnBaHUA
UHCMpPYMeHMbl, PacXo0Hble
16, | Mamepuanti & komnaexkme e (Cleaning and lubricants included in the annual
nocmaeku/ maintenance
Additional nodes and elements
spare parts, tools, RA-related
content in the package
Cpedcmea usmepeHus, He cneyundurumposaHo / Not specified
17, | yemaHosnetvie Ha obopydosaHuu
* | /Installed on the equipment
measuring devices
ObopydosaHue, npuHadaexcHocmu | He cneumduumposaHo / Not specified
U cmaHoapmHele 06pasyebl,
18. | Heobxooumsle 0na Ksanugpukauuu /
Equipment, facilities and standard
of samples required for qualification
TpeGosanuA K oucmKe u TpebyeTca nepuoamMyeckan OYMUCTKA MOIOLLMMM, YNCTALLMMU U
. caHumusauuy / Ae3MHOMLMPYIOWMMN CPEACTBAMM
Reqy{rementsfor cleaning and Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpebosaHuam FOCT 12.2.003-91
20. TE’XHUK.G 6e3zonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cnegayiolian TexHMYecKan AOKYMEHTaLUMA AoKHA BbITb
BK/IIOYEHA B KOMMJIEKT NOCTaBKU (0653aTeNbHO):
21 Heobxodumebie doKymeHmMbl - nacnopt obopyaosaHua/ equipment passport
" | /Required documentation - PYKOBOACTBO MOJ/Ib30BaTe/IA Ha PYCCKOM fA3blKe (PYKOBOACTBO
no TexHMYeckomy obcnykmeaHuio)/ user manual in Russian
(the maintenance manual)
22. | UHoe / Others He cneumduumposaHo / Not specified
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CneumnduKkauma TpeboBaHuMil Nonb3oBaTeNs Ha obopyaoBaHue URS-TO.05
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
yreepaun: FeHepabHbIi AUpPeKTop

[aTta yTBepxaeHua

MNoanuck

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeME AO0KYMEHTauMn B COOTBETCTBMU C ,D,eﬁcTByIOLLI,VIMM pernameHTammn npegnpuaTmnA

URS-TO.05 Cneyugpukayua mpebosaHuli nonszosamens

TepmonnacraBTomar gna U3aenma HakoHeYHUK gna nunetok 1000mkn, wratus
1000mKn v wtatus 50MKn

URS-TO.05 Specification of user requirements

Injection molding machine for product Pipette tips 1000ul, tip tray 1000ul and tip

tray 50ul
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.05

HasHaveHue /
Appointment

TepmonnacrtastomaT(TIMA) — MHXEKLUNOHHO-NUTbEeBaA
MallnHa, nNpuUMeHsiemas [A/a W3roTOB/AEeHMA geTanei w3
Pa3NINYHbBIX MOAMMEPHbLIX MATEPUANOB METOA0M /IUTbA MOA,
LaB/IEHNEM.

Injection Molding Machine(/IMM) used for the manufacture of
parts from various polymer materials by injection molding.

Komnnexkmauyua obopydosaHus/
Equipment configuration

e TepmonnacrasTomar
e KoHBeWep BbIrpy3ku nsaenmi

e Injection Molding Machine
e Conveyor for product unloading

Konuyecmso/
Quantity

1 wr/Komnn

1 piece/set

Tun obopydosarua /
Type of equipment

oW3meputenbHoe obopyaosaHne/Measuring equipment
oWHskeHepHoe obopyaosaHne/Engineering equipment
oMcnbiTatenbHoe obopyaosaHme/Test equipment
VTexHonorndyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMe6enb/Furniture

OcCHoBHble mexHuYecKue
xapakmepucmuku /
Main technical specifications

e Pexum paboTbl - aBTOMaATUYECKNIA
e MaTtepman colpbA gna  rOTOBOro
noannponuaex ¢ NMTP 20-50rp/10muH
e DneKTpuyeckoe noaknatodeHme: 400B/50ry, 3PH+N+PE
e MakcmmanbHaa TemnepaTypa Harpesa aKkcTpygepa: 320
°C
e Bpemsa nonHoro uMkna He 6onee:
°  HakoHe4yHMK 1000mKn- 8cekK
o wrtatme 1000mkn 1 50mkn — 10cek
e Konuuectso rHe3g npecchopmbl:
°  HaKOHe4yHuK 1000mKkn — 48
o wratme 1000mkn 1 50mKn - 2
e CKOpOCTb BrpbicKa He MmeHee 400mm/c
e YepTexkuM u3gennin, Bbinyckaemblx Ha gaHHom TMA B
NPUIOKEHUU

uspenna  —

e Operating mode - automatic
e Raw material for the finished product - polypropylene
with MFR 20-50gr / 10min
e Electrical connection: 400V/50Hz 3PH+N+PE
e Maximum temperature of extruder heating: 320 °C.
e Full cycle time no more:
o Pipette tips 1000ul - 8sec
o Tip tray 1000ul and 50ul - 10sec
e Number of mold cavities:
o Pipette tips 1000ul - 48
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.05

o Tip tray 1000ul and 50ul - 2

e Injection speed no less 400mm/sec

e Drawings of products manufactured on this injection
molding machine in the appendix

UHble 3HaYumele mexHu4decKue

e MeTpuyeckas pesbba KpenerKHbIX 3N1eMEHTOB

e Konnektop ANA MNOAKNIOYEHWA LWMAHTOB OXNAXKAEHUA
npecc-popmbl

e  WHTepdelic nogkntoueHMA KOHBeMepa

e UHTepdeliic noaknoyeHnA fo3atopa

o UHTepdenc noAKNOYEeHMA CUCTEM 3alLUTbl npecc-
dopmbl

e Posetkm Ha 230B wn 400B pna noakntoyeHus
nepudepunitHoro o6opyaoBaHus

e OTobparkeHue TemnepaTypbl n [aBNeHnn

6. | xapakmepucmuku / oxnaxgatowen Xunakoctm npecc-¢opmol Ha N4M
Other important specifications
e Metric thread of fasteners
e Manifold for connecting mold cooling hoses
e Conveyor connection interface
e Dosing unit connection interface
e Mold protection systems connection interface
e 230V and 400V sockets for connecting peripheral
equipment
e Display of temperature and pressure of the coolant of
the mold on the HMI
Asmomamuyeckoe He cneundmumposaHo
2 doKyMeHmuposaHue npouecca N
* | /Automatic documentation of Not specified
process
B nomeLLeHMAX: B YNCTbIX NPON3BOACTBEHHbIX MOMELLEHUNAX
3 PasmeuweHue / knacca «D» (ISO8)
* | Arrangement
Indoors: In clean production rooms of class «D» (ISO8)
9 OzpaHuyeHuA no 2abapumam / He cneunduumposato
Size restrictions Not specified
10. Pexcum pabomesi / - KPYIIIOCYTO"HO
Working regime - around the clock
KoHBeliep:
e [1Y/nnactukosasa neHTa
Mamepuansi u nosepxHocmu, e AHOAMPOBaHHbIV aMOMUHW
11, | KoHMakmupyiouue ¢ npodykmom
/Materials and surfaces that could Conveyor:
contact product e PU/plastik tape
e Anodized aluminum
12. Heobxodumocme 8 MoHMasce, V Tpebyetca /Required

ﬂyCKO-HOﬂGdO"IHbIX u

oHe TpebyeTtcs/ Not required




OAO «Y-Y NMNO»

CrpaHunua 4 ns 7

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.05

KeanupuKkayuoHHbIX pabomax
obopydosaHusa crneyuaaucmamu
Mocmasuwjuka /

The necessity of installation, setup
and qualification works

Heobxodumocmsb 6 sanudayuu
npoyecca ¢ Uucnosab3o8aHuem

V Tpebyetca /Required
OHe TpebyeTtcs/ Not required

13. | daHHOo20 0bopydosaHus
cneyuanucmamu lMocmaswiuxa /
The necessity of validation process
Heobxodumocme 8 0by4yeHUU V Tpebyetca /Required
compyOHUKO8 cneyuaaucmamu oHe tpebyetca/ Not required
14. | Mocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduKa rapaHTUMHOIO UM MOCTrapaHTUMHOIO
obcnyuBaHus
15. Cepeuc‘Hoe 06C{7y1+cueaHue
/Technical service According to the schedule of warranty and post-warranty
service
JononHumesnsHele y3nel U e Yucrawme M cmasoyHble cpeacTBa B 0b6beme rofoBoro
371emeHmel, 3aracHble Yacmu 06CNYKMBaHUSA
UHCMpPYMeHM®bI, PacxoOHble
16. | Mamepuasel 8 komnnekme e C(Cleaning and lubricants included in the annual
nocmasku/ maintenance
Additional nodes and elements
spare parts, tools, RA-related
content in the package
Cpedcmea usamepeHus, He cneymndumumposaHo / Not specified
17, | yemaHosnetvie Ha o0bopydosaHuu
| /Installed on the equipment
measuring devices
ObopydosaHue, npuHadaexcHocmu | He cneumdbuumposaHo / Not specified
U cmaHAapmHele 06pasybl,
18. | Heobxodumble 08 KeanuguKkayuu /
Equipment, facilities and standard
of samples required for qualification
Tpe6osaHus K ovucmKe u TpebyeTca nepuoamMyeckan OYUCTKa MOKOLLMMU, YACTALLMMU U
. CGHUI.HUSGL{UU/ | Ae3MHOULMPYIOWUMI CpeacTBamm
Req.U{ren?entsfor cleaning and Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpeboBaHuam NOCT 12.2.003-91
20. TE’XHUK-G 6e3zonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cneayiolan TexHUYEeCKan AOKYMEHTaUMS AOKHA BbITb
BK/IlOYEHA B KOMMJIEKT NOCTaBKK (06A3aTENbHO):
Heobxodumblie 0oKymeHmMbl )
21. - nacnopT obopyaosaHua/ equipment passport

/Required documentation

- PYKOBOACTBO M0/1b30BaTe/NIA Ha PYCCKOM A3bIKe (PyKOBOACTBO
no TexHuyeckomy obcnyxknsaHuto)/ user manual in Russian
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CrpaHunua 5us 7

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.05

(the maintenance manual)

22. | UHoe / Others He cneunduumposaHo / Not specified
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue
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OAO «Y-Y NMNO»

3anucu

CtpaHunua 1 3 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.06
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
yreepaun: FeHepabHbIi AUpPeKTop

[aTta yTBepxaeHua

MNoanuck

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMEeHTaUunn B COOTBETCTBMU C ,D,el:ICTByIOUJ,MMM pernameHTamm npegnpuAaTmnA

URS-TO.06 Cneyugukayua mpebosaHuli nonszosamens

TepmonnactaBTomar ANA Usgenma HaKOHeYHUK ANA NUNETOK 50MKn 1 wTaTtus

300mKn

URS-TO.06 Specification of user requirements

Injection molding machine for product Pipette tips 50ul and tip tray 300ul
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CrpaHunua 2 ns 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.06

HasHaveHue /
Appointment

TepmonnacrtastomaT(TIMA) — MHXEKLUNOHHO-NUTbEeBaA
MallnHa, nNpuUMeHsiemas [A/a W3roTOB/AEeHMA geTanei w3
Pa3NINYHbBIX MOAMMEPHbLIX MATEPUANOB METOA0M /IUTbA MOA,
LaB/IEHNEM.

Injection Molding Machine(/IMM) used for the manufacture of
parts from various polymer materials by injection molding.

Komnnexkmauyua obopydosaHus/
Equipment configuration

e TepmonnacrasTomar
e KoHBeWep BbIrpy3ku nsaenmi

e Injection Molding Machine
e Conveyor for product unloading

Konuyecmso/
Quantity

1 wr/Komnn

1 piece/set

Tun obopydosarua /
Type of equipment

oW3meputenbHoe obopyaosaHne/Measuring equipment
oWHskeHepHoe obopyaosaHne/Engineering equipment
oMcnbiTatenbHoe o6opyaosaHme/Test equipment
VTexHonornyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMe6enb/Furniture

OcCHoBHble mexHuYecKue
xapakmepucmuku /
Main technical specifications

e Pexum paboTbl - aBTOMaATUYECKNIA
e MaTtepman cblpbA gnAAa  roTOBOro  usgenua —
noannponuaex ¢ NMTP 20-50rp/10muH
e DneKTpuyeckoe noaknatodeHme: 400B/50ry, 3PH+N+PE
e MakcmmanbHaa TemnepaTypa Harpesa aKkcTpygepa: 320
°C
e Bpemsa nonHoro uMkna He 6onee:
°  HaKOHe4yHUK 50mKn- 8ceK
o wratne 300mkn — 10cek
e Konuuectso rHe3g npecchopmbl:
°  HAKOHEe4YHMK 50mKn — 32
o wratme 300mKn - 2
e CKOpOCTb BrpbicKa He MmeHee 400mm/c
e YepTexkuM u3gennin, Bbinyckaemblx Ha gaHHom TMA B
NPUIOKEHUU

e Operating mode - automatic
e Raw material for the finished product - polypropylene
with MFR 20-50gr / 10min
e Electrical connection: 400V/50Hz 3PH+N+PE
e Maximum temperature of extruder heating: 320 °C.
e Full cycle time no more:
o Pipette tips 50ul - 8sec
o Tip tray 300pul - 10sec
e Number of mold cavities:
o Pipette tips 50l - 32
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CrpaHnua 3 mns 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.06

o Tip tray 300ul - 2

e Injection speed no less 400mm/sec

e Drawings of products manufactured on this injection
molding machine in the appendix

UHble 3HaYumele mexHu4decKue

e MeTpuyeckas pesbba KpenerKHbIX 3N1eMEHTOB

o Konnektop ANA MNOAKNIOYEHWUS LUMAHTOB OXNAXKOEHMSA
npecc-popmbl

e  WHTepdelic nogkntoueHMA KOHBeMepa

e UHTepdeliic noaknoyeHnA fo3atopa

o WHTepdelic nNOAKAOYEHMA CUCTEM 3alUUTbl Mpecc-
dopmbl

e Posetkm Ha 230B wn 400B pna noakntoyeHus
nepudepunitHoro o6opyaoBaHus

e OTvobparkeHune TemnepaTypbl n JaBneHns

OX/1aXKAatoLWEN *KMAKOCTM npecc-Gopmbl Ha NUM

6. | xapakmepucmuku /
Other important specifications
e Metric thread of fasteners
e Manifold for connecting mold cooling hoses
e Conveyor connection interface
e Dosing unit connection interface
e Mold protection systems connection interface
e 230V and 400V sockets for connecting peripheral
equipment
e Display of temperature and pressure of the coolant of
the mold on the HMI
Asmomamuyeckoe He cneyundumumposaHo
2 0oKyMeHmMuUposaHue npouecca N
* | /Automatic documentation of Not specified
process
B nomeLeHMAX: B YNCTbIX NPOU3BOACTBEHHbIX MOMELLEHNAX
Knacca «D»
PaszmeweHue / (
8. ISO8
Arrangement
Indoors: In clean production rooms of class ISO8
9 OzpaHuyeHus no eabapumam / He cneunduumposano
Size restrictions Not specified
- KPYr10CYyTOYHO
10 Pexcum pabomel / Py y
| Working regime
greg - around the clock
KoHBeiep:
e [1Y/nnactukosasa neHTa
Mamepuansi u nosepxHocmu, e AHOAMPOBaHHbIV aMOMUHM
11, | KoHmakmupyiouue ¢ npodykmom

/Materials and surfaces that could
contact product

Conveyor:
e PU/plastik tape
e Anodized aluminum
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CtpaHnua 4 ns 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.06

Heobxodumocme 8 MOHMa e,
MYyCKO-HAAAO0YHbIX U
KeanupuKkayuoHHbIX pabomax

V Tpebyetca /Required
oHe Tpebyetca/ Not required

12. | obopydosaHus crieyuaaucmamu
Mocmaswuka /
The necessity of installation, setup
and qualification works
Heobxodumocme 8 sanudayuu V Tpebyetca /Required
npouyecca ¢ ucrosb308aHUEM oHe tpebyetca/ Not required
13. | daHHOo20 0b6opydosaHus
cneyuanucmamu lNMocmaswuxa /
The necessity of validation process
Heobxodumocmoe 8 0by4yeHUU V Tpebyetca /Required
compyOHUKO8 cneyuaaucmamu oHe tpebyetca/ Not required
14. | Mocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduKa rapaHTUMHOIO UM MOCTrapaHTUMHOIO
obcnyuBaHus
15. CepsucHoe obcnyxcusaHue
/Technical service .
According to the schedule of warranty and post-warranty
service
JononHumesnsHele y3nel U e Yucrawme M cmasoyHble cpeacTBa B 0b6beme rofoBoro
3/1emMeHmbl, 3aracHble Yacmu 06CNYKMBaHUSA
UHCMpPYMeHMbI, PpacxoOHble
16. | Mamepuasel 8 kKomnnekme e C(Cleaning and lubricants included in the annual
nocmaeku/ maintenance
Additional nodes and elements
spare parts, tools, RA-related
content in the package
Cpedcmea usamepeHus, He cneymndurumposaHo / Not specified
17, | Yemaroenetkvie Ha o0bopydosaHuu
* | / Installed on the equipment
measuring devices
ObopydosaHue, npuHadnexcHocmu | He cneunduumposaHo / Not specified
U cmaHoapmHele 06pasybl,
18. | Heobxodumble 08 KeanugpuKkayuu /
Equipment, facilities and standard
of samples required for qualification
Tpe6osaHus K ovucmKe u TpebyeTca nepuoamMyeckan O4YUCTKa MOKOLLMMU, YACTALLMMU U
. caHumusayuy / Ae3nHOMLMPYOLWMMN CpeacTBAMM
Req.U{rerr?entsfor cleaning and Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpebosaHuam NOCT 12.2.003-91
20. TeXHUKg 6e3zonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cneayolan TexHMYeCcKan AOKYMEHTaUMS AOKHA ObITb
Heobxodumblie 0oKymeHmMbl
21. BK/IlOYEHA B KOMMJIEKT MNOCTaBKK (06A3aTeNbHO):

/Required documentation

- nacnopT obopyaoBaHua/ equipment passport
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CTtpaHnua 5ums 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.06

- PYKOBOACTBO M0/1b30BaTE/Il Ha PYCCKOM fA3bIKe (PyKOBOACTBO
no TexHnyeckomy obcayxnsanuio)/ user manual in Russian
(the maintenance manual)

22.

WHoe / Others

He cneunduumposaHo / Not specified

[punoxenne/Appendix
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.06
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3anucu

CtpaHunua 1 3 6

CneunduKkauma TpeboBaHuMii Nonb3oBaTena Ha obopyaoBaHue URS-TO.07
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
yreepaun: FeHepabHbIi AUpPeKTop
[aTta yTBepxaeHua
MNoanuck

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMeEHTauMn B COOTBETCTBMU C ,D,eﬁcTByIOLU,VIMM pernameHTammn npegnpuAaTnA

URS-TO.07 Cneyugukayua mpebosaHuli nonszosamens

TepmonnaacraBTomar ANA U3aenua HaKoHeYHUK ana nunetok 300mMKn n Kopobka
1000mKn

URS-TO.07 Specification of user requirements

Injection molding machine for product Pipette tips 300ul and box 1000ul



OAO «Y-Y NMNO»

CrpaHunua 2 ns 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.07

HasHaveHue /
Appointment

TepmonnacrtastomaT(TIMA) — MHXEKLUNOHHO-NUTbEeBaA
MallnHa, nNpuUMeHsiemas [A/a W3roTOB/AEeHMA geTanei w3
Pa3NINYHbBIX MOAMMEPHbLIX MATEPUANOB METOA0M /IUTbA MOA,
LaB/IEHNEM.

Injection Molding Machine(/IMM) used for the manufacture of
parts from various polymer materials by injection molding.

Komnnexkmauyua obopydosaHus/
Equipment configuration

e TepmonnacrasTomar
e KoHBeWep BbIrpy3ku nsaenmi

e Injection Molding Machine
e Conveyor for product unloading

Konuyecmso/
Quantity

1 wr/Komnn

1 piece/set

Tun obopydosarua /
Type of equipment

oW3meputenbHoe obopyaosaHne/Measuring equipment
oWHskeHepHoe obopyaosaHne/Engineering equipment
oMcnbiTatenbHoe o6opyaosaHme/Test equipment
VTexHonornyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMe6enb/Furniture

OcCHoBHble mexHuYecKue
xapakmepucmuku /
Main technical specifications

e Pexum paboTbl - aBTOMaATUYECKNIA
e MaTtepman colpbA gna  rOTOBOro
noannponuaex ¢ NMTP 20-50rp/10muH
e DneKTpuyeckoe noaknatodeHme: 400B/50ry, 3PH+N+PE
e MakcmmanbHaa TemnepaTypa Harpesa aKkcTpygepa: 320
°C
e Bpemsa nonHoro uMkna He 6onee:
°  HaKoHe4yHUK 300mKAn- 8ceK
o Kopobka 1000mkn — 10cek
e Konuuectso rHe3g npecchopmbl:
°  HaKoHeuyHuK 300mKkn — 64
o Kopobka 1000mkn - 2
e CKOpOCTb BrpbicKa He MmeHee 400mm/c
e YepTexkuM u3gennin, Bbinyckaemblx Ha gaHHom TMA B
NPUIOKEHUU

uspenna  —

e Operating mode - automatic
e Raw material for the finished product - polypropylene
with MFR 20-50gr / 10min
e Electrical connection: 400V/50Hz 3PH+N+PE
e Maximum temperature of extruder heating: 320 °C.
e Full cycle time no more:
o Pipette tips 300ul - 8sec
o Box 1000ul - 10sec
e Number of mold cavities:
o Pipette tips 300ul - 64
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CrpaHnua 3 mns 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.07

o Box 1000ul - 2

e Injection speed no less 400mm/sec

e Drawings of products manufactured on this injection
molding machine in the appendix

UHble 3HaYumele mexHu4decKue

e MeTpuyeckas pesbba KpenerKHbIX 3N1eMEHTOB

o Konnektop ANA MNOAKNIOYEHWUS LUMAHTOB OXNAXKOEHMSA
npecc-popmbl

e  WHTepdelic nogkntoueHMA KOHBeMepa

e UHTepdeliic noaknoyeHnA fo3atopa

o WHTepdelic nNOAKAOYEHMA CUCTEM 3alUUTbl Mpecc-
dopmbl

e Posetkm Ha 230B wn 400B pna noakntoyeHus
nepudepunitHoro o6opyaoBaHus

e OTvobparkeHune TemnepaTypbl n JaBneHns
oxnaxkaarowen xmakoctn npecc-popmbl Ha UM

6. | xapakmepucmuku /
Other important specifications
e Metric thread of fasteners
e Manifold for connecting mold cooling hoses
e Conveyor connection interface
e Dosing unit connection interface
e Mold protection systems connection interface
e 230V and 400V sockets for connecting peripheral
equipment
e Display of temperature and pressure of the coolant of
the mold on the HMI
Asmomamuyeckoe He cneyundumumposaHo
2 0oKyMeHmMuUposaHue npouecca N
* | /Automatic documentation of Not specified
process
B nomeLeHMAX: B YNCTbIX NPOU3BOACTBEHHbIX MOMELLEHNAX
3 PasmeuweHue / Knacca «D» (ISO8)
' | Arrangement
Indoors: In clean production rooms of class «D» (ISO8)
9 OzpaHuyeHua no 2abapumam / He cneunduumposato
| Size restrictions Not specified
w0 PemuM pa 6qmb/ / - KPYr10CYyTOYHO
Working regime - around the clock
KoHBeiep:
e [Y/nnactmkosas fieHTa
Mamepuansi u nosepxHocmu, e AHOAMPOBaHHbIV aMOMUHW
11, | KoHmakmupyiouue ¢ npodykmom
/Materials and surfaces that could Conveyor:
contact product e PU/plastik tape
e Anodized aluminum
12. | Heobxodumocmes 8 MOHMadM(e, V Tpebyetca /Required




OAO «Y-Y NMNO»

CtpaHnua 4 ns 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.07

MYyCKO-HAAAO0YHbIX U
KeanupuKkayuoHHbIX pabomax
obopydosaHusa crneyuaaucmamu
Mocmasuwjuka /

The necessity of installation, setup
and qualification works

oHe Tpebyetca/ Not required

Heobxodumocms 8 sanudayuu
fpouyecca ¢ Ucrosb308aHUEM

V Tpebyetca /Required
OHe TpebyeTtcs/ Not required

13. | daHHOo20 0b6opydosaHus
cneyuanucmamu lNMocmaswuxa /
The necessity of validation process
Heobxodumocme 8 0by4yeHUU V Tpebyetca /Required
compyOHUKO8 cneyuaaucmamu oHe tpebyetca/ Not required
14. | Mocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpadmKa rapaHTUMHOIO UM MOCTrapaHTUMHOIO
obcnyuBaHus
15, CepsucHoe obcnyxcusaHue
/Technical service .
According to the schedule of warranty and post-warranty
service
JononHumesnsHele y3nel U e Yucrawme M cmasoyHble cpeacTBa B 0b6beme rofoBoro
3/1emeHmbl, 3aracHble 4acmu 06CNYKMBaHUSA
UHCMpPYMeHM®bI, PacXoOHble
16, | Mamepuanti & Komnaekme e (Cleaning and lubricants included in the annual
nocmasku/ maintenance
Additional nodes and elements
spare parts, tools, RA-related
content in the package
Cpedcmea usamepeHus, He cneymndurumposaHo / Not specified
17, | yemaHosnetvie Ha o0bopydosaHuu
* | /Installed on the equipment
measuring devices
ObopydosaHue, npuHadnexcHocmu | He cneunduumposaHo / Not specified
U cmaHAapmHele 06pasybl,
18. | Heobxodumble 08 KeanugpuKkayuu /
Equipment, facilities and standard
of samples required for qualification
Tpe6osaHus K ovucmKe u TpebyeTca nepuoamMyeckan O4YUCTKa MOKOLLMMU, YACTALLMMU U
. caHumuzayu / Ae3MHOULMPYIOWUMI CpeacTBamm
Req.U{rerr?entsfor cleaning and Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpebosaHuam NOCT 12.2.003-91
20. Tex:-:uxg 6eszonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cneayiouan TexHMYecKan AOKYMEHTaUMS AOKHA ObITb
21, Heobxo0umble doKymeHmeol BK/IlOYEHA B KOMMJIEKT NOCTaBKM (0653aTeNbHO):

/Required documentation

- nacnopT obopyaosaHua/ equipment passport
- PYKOBOACTBO M0/1b30BaTe/NIA Ha PYCCKOM A3bIKe (PYKOBOACTBO




OAO «Y-Y NMNO»

CTtpaHnua 5ums 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.07

no TexHnyeckomy obcayxnsanuio)/ user manual in Russian

(the maintenance manual)

22. | UHoe / Others He cneunduumposaHo / Not specified
[punoxenne/Appendix
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CtpaHunua 1 3 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.08
Tun gOoKymeHTa: JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
yreepaun: FeHepabHbIi AUpPeKTop
[aTta yTBepxaeHua
MNoanuck

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMEeHTauMn B COOTBETCTBUU C ,D,EFICTBYIOUJ,MMM pernameHTammn npegnpuAaTmnA

URS-TO.08 Cneyugukayua mpebosaHuli nonszosamens

TepmonnactaBTomar gna nsgenuna Kopobka 50mkn/300MKn 1 KpbiKa KOPO6KU

URS-TO.08 Specification of user requirements

Injection molding machine for product box 50ul/300ul and box cover




OAO «Y-Y NMNO»

CrpaHunua 2 ns 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.08

HasHaveHue /
Appointment

TepmonnacrtastomaT(TIMA) — MHXEKLUNOHHO-NUTbEeBaA
MallnHa, nNpuUMeHsiemas [A/a W3roTOB/AEeHMA geTanei w3
Pa3NINYHbBIX MOAMMEPHbLIX MATEPUANOB METOA0M /IUTbA MOA,
LaB/IEHNEM.

Injection Molding Machine(/IMM) used for the manufacture of
parts from various polymer materials by injection molding.

Komnnexkmauyua obopydosaHus/
Equipment configuration

e TepmonnacrasTomar
e KoHBeWep BbIrpy3ku nsaenmi

e Injection Molding Machine
e Conveyor for product unloading

Konuyecmso/
Quantity

1 wr/Komnn

1 piece/set

Tun obopydosarua /
Type of equipment

oW3meputenbHoe obopyaosaHne/Measuring equipment
oWHskeHepHoe obopyaosaHne/Engineering equipment
oMcnbiTatenbHoe o6opyaosaHme/Test equipment
VTexHonornyeckoe obopyaosaHue /Process equipment
oOprrexHuka/Office equipment

oMe6enb/Furniture

OcCHoBHble mexHuYecKue
xapakmepucmuku /
Main technical specifications

e Pexum paboTbl - aBTOMaATUYECKNIA
e MaTtepman colpbA gna  rOTOBOro
noannponuaex ¢ NMTP 20-50rp/10muH
e DneKTpuyeckoe noaknatodeHme: 400B/50ry, 3PH+N+PE
e MakcmmanbHaa TemnepaTypa Harpesa aKkcTpygepa: 320
°C
e Bpemsa nonHoro uMkna He 6onee:
o Kopobka 50mKn/300mKn- 10cek
°  KpbIWKa KOPobKM — 10ceK
e Konuuectso rHe3g npecchopmbl:
o Kopobka 50MKkn/300mKkn — 2
°  KpbllKa KOPOBKM - 2
e CKOpOCTb BrpbicKa He MmeHee 400mm/c
e YepTexkuM u3gennin, Bbinyckaemblx Ha gaHHom TMA B
NPUNOXKEHUN

uspenna  —

e Operating mode - automatic
e Raw material for the finished product - polypropylene
with MFR 20-50gr / 10min
e Electrical connection: 400V/50Hz 3PH+N+PE
e Maximum temperature of extruder heating: 320 °C.
e Full cycle time no more:
o box 50ul/300ul - 10sec
o Box cover - 10sec
e Number of mold cavities:
o box 50ul/300ul - 2
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CrpaHnua 3 mns 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.08

°  Boxcover-2

e Injection speed no less 400mm/sec

e Drawings of products manufactured on this injection
molding machine in the appendix

UHble 3HaYumele mexHu4decKue

e MeTpuyeckas pesbba KpenerKHbIX 3N1eMEHTOB

o Konnektop ANA MNOAKNIOYEHWUS LUMAHTOB OXNAXKOEHMSA
npecc-popmbl

e  WHTepdelic nogkntoueHMA KOHBeMepa

e UHTepdeliic noaknoyeHnA fo3atopa

o WHTepdelic nNOAKAOYEHMA CUCTEM 3alUUTbl Mpecc-
dopmbl

e Posetkm Ha 230B wn 400B pna noakntoyeHus
nepudepunitHoro o6opyaoBaHus

e OTvobparkeHune TemnepaTypbl n JaBneHns
oxnaxkaarowen xmakoctn npecc-popmbl Ha UM

6. | xapakmepucmuku /
Other important specifications
e Metric thread of fasteners
e Manifold for connecting mold cooling hoses
e Conveyor connection interface
e Dosing unit connection interface
e Mold protection systems connection interface
e 230V and 400V sockets for connecting peripheral
equipment
e Display of temperature and pressure of the coolant of
the mold on the HMI
Asmomamuyeckoe He cneyundumumposaHo
2 0oKyMeHmMuUposaHue npouecca N
* | /Automatic documentation of Not specified
process
B nomeLeHMAX: B YNCTbIX NPOU3BOACTBEHHbIX MOMELLEHNAX
3 PasmeuweHue / Knacca «D» (ISO8)
' | Arrangement
Indoors: In clean production rooms of class «D» (ISO8)
9 OzpaHuyeHua no 2abapumam / He cneunduumposato
| Size restrictions Not specified
w0 PemuM pa 6qmb/ / - KPYr10CYyTOYHO
Working regime - around the clock
KoHBeiep:
e [Y/nnactmkosas fieHTa
Mamepuansi u nosepxHocmu, e AHOAMPOBaHHbIV aMOMUHW
11, | KoHmakmupyiouue ¢ npodykmom
/Materials and surfaces that could Conveyor:
contact product e PU/plastik tape
e Anodized aluminum
12. | Heobxodumocmes 8 MOHMadM(e, V Tpebyetca /Required




OAO «Y-Y NMNO»

CtpaHnua 4 ns 6

CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue

URS-TO.08

MYyCKO-HAAAO0YHbIX U
KeanupuKkayuoHHbIX pabomax
obopydosaHusa crneyuaaucmamu
Mocmasuwjuka /

The necessity of installation, setup
and qualification works

oHe Tpebyetca/ Not required

Heobxodumocms 8 sanudayuu
fpouyecca ¢ Ucrosb308aHUEM

V Tpebyetca /Required
OHe TpebyeTtcs/ Not required

13. | daHHOo20 0b6opydosaHus
cneyuanucmamu lNMocmaswuxa /
The necessity of validation process
Heobxodumocme 8 0by4yeHUU V Tpebyetca /Required
compyOHUKO8 cneyuaaucmamu oHe tpebyetca/ Not required
14. | Mocmaswuka /
The necessity in additional trainings
by supplier
CornacHo rpaduKa rapaHTUMHOIO UM MOCTrapaHTUMHOIO
obcnyuBaHus
15, CepsucHoe obcnyxcusaHue
/Technical service .
According to the schedule of warranty and post-warranty
service
JononHumesnsHele y3nel U e Yucrawme M cmasoyHble cpeacTBa B 0b6beme rofoBoro
3/1emeHmbl, 3aracHble 4acmu 06CNYKMBaHUSA
UHCMpPYMeHM®bI, PacXoOHble
16, | Mamepuanti & Komnaekme e (Cleaning and lubricants included in the annual
nocmasku/ maintenance
Additional nodes and elements
spare parts, tools, RA-related
content in the package
Cpedcmea usamepeHus, He cneymndurumposaHo / Not specified
17, | yemaHosnetvie Ha o0bopydosaHuu
* | /Installed on the equipment
measuring devices
ObopydosaHue, npuHadnexcHocmu | He cneunduumposaHo / Not specified
U cmaHAapmHele 06pasybl,
18. | Heobxodumble 08 KeanugpuKkayuu /
Equipment, facilities and standard
of samples required for qualification
Tpe6osaHus K ovucmKe u TpebyeTca nepuoamMyeckan O4YUCTKa MOKOLLMMU, YACTALLMMU U
. caHumuzayu / Ae3MHOULMPYIOWUMI CpeacTBamm
Req.U{rerr?entsfor cleaning and Periodic cleaning with detergents, cleaners and disinfectants
sanitization .
required
CornacHo TpebosaHuam NOCT 12.2.003-91
20. Tex:-:uxg 6eszonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cneayiouan TexHMYecKan AOKYMEHTaUMS AOKHA ObITb
21, Heobxo0umble doKymeHmeol BK/IlOYEHA B KOMMJIEKT NOCTaBKM (0653aTeNbHO):

/Required documentation

- nacnopT obopyaosaHua/ equipment passport
- PYKOBOACTBO M0/1b30BaTe/NIA Ha PYCCKOM A3bIKe (PYKOBOACTBO
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CneunduKkauma TpeboBaHMil Nosb3oBaTeNa Ha obopyaoBaHue URS-TO.08

no TexHnyeckomy obcayxnsanuio)/ user manual in Russian
(the maintenance manual)

22. | UHoe / Others He cneunduumposaHo / Not specified

Mpunoxenne/Appendix
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CrpaHuua 1 mn3 17

Cneumndukauma TpeboBaHM Nonb3oBaTena Ha obopyaoBaHue URS-CR.01
Tun fOKymeHTa: LomKHOCTb damunua
OaTa PaspaboTan: Ywaros [.10.
coCTaBaeHuA:
Moanuck
YTBepgun:

[aTa yTBepxaeHua

leHepanbHbIN ANpPEKTOp

Mognuco

ﬂ'aHHblﬁ AOKYMEHT COrnacoBaH, yTeepXaeH U XPaHUTCA B CUCTeMe AOKYMEHTauMn B COOTBETCTBMU C AeﬁCTBymmMMM pernameHTamm npegnpuATmnA

URS-CR.01 Cneyughukayua mpebosaHuli nonszosamens

Yucrblie nomeweHuns

URS-CR.01 Specification of user requirements

Clean rooms
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Cneumndukauna TpeboBaHmii Nonb3oBaTeNa Ha obopyaoBaHue URS-C0.01

[aHHbIN AOKYMEHT npegHasHayeH Ansa onpegeneHua TpeboBaHUI K YMCTbIM
OCHOBHbIM M BCMOMOraTe/IbHbIM MPOU3BOACTBEHHLIM MOMELLEHUAM Kacca
ISO8, pacnonoxeHHbIM B NPOM3BOACTBEHHOM 34aHuMK npeanpuatus AO “Y-Y
MNO” wn npefHasHa4yeHHbIM A1 NPOU3BOACTBA HAKOHEYHWMKOB MUNETOK W3
nonvnponuneHa.

OnuncaHMA NPomn3BOACTBEHHOrO NpoLecca n TpeboBaHUA K NPOU3BOACTBEHHOMY
obopynoBaHuMio  byayT  npeactaB/ieHbl B OTAE/bHbIX  AOKYMEHTaXx.
JononHuTenbHble TpeboBaHMA K cCUCTEMaM MOHUTOPUHTA cpebl U ynpasaeHus
UHXEeHEePHbIMUN CUCTEMAMU TaKKe 6yp,yT M310XeHbl B OTAE/NIbHbIX AOKYMEHTaX.

MpoeKT 1 Ntobble U3MEHEHMA A0NKHbI COOTBETCTBOBATbL AaHHOM cneunduKaumm,
a Take obsA3aTesibHbIM peryaaTopHbiM TpebosaHMAM, PykosoacTBam no
Hag/iexalllein NPou3BOACTBEHHOM NPaKTUKE.

[aHHbI LOKYMEHT AO/KEH MCMONb30BaTbCA AN Pa3paboTKuM BaAnAaLMOHHOM
AOKYMeHTaumn. Banuaauma [oNKHA OCYLLEeCTBAATLCA B COOTBETCTBUMM C
TpeboBaHuamn FOCT UCO 14644.

HasHavyeHue / The purpose of this document is to define the requirements for cleanrooms and
Appointment associated ancillary rooms I1SO8 class within the UU-PPO production facility and
dedicated for manufacturing of polypropylene pipette tips.

Manufacturing process and related equipment specifications are outside the
scope of this document. Additionally, the Enviroment monitoring system (EMS)
and facility monitoring system (FMS) requirements are captured in a separate
URS document.

The design and any modifications shall conform to this agreed list of
requirements not excluding other statutory and regulatory requirements such as
the building regulations, environmental health and safety regulations, good
manufacturing practice guidelines, etc. This document is to be used by appointed
contractors to develop design for the facility.

This URS document will be used to develop the Facility Validation File. Validation
will comply with 1SO14644. This validation activity does not apply to the
manufacturing equipment and processes in this facility

OCHOBHblE MeXHUYECKUEe XapaKmepucmuxu /
Main technical specifications

Mnowads nomeweHuli IImomaap MOMENIEHUN U BLICOTA IIOTOJIKOB JIOJKHA COOTBETCTBOBATE
u ebicoma nomosnkose/ | 3HauenusiM B Tabnuue 1 [Ipunoxenne 1

Room area and
ceiling height Room area and ceiling height are to be in accordance with Table 1 Apendix 1

2.1
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Cneumndukauna TpeboBaHmii Nonb3oBaTeNa Ha obopyaoBaHue URS-C0.01

2.2

TpebosaHus Kk omoeske
Yyucmelx nomew,eHuli u
UCrnosb3yemsbim
mamepuanam/
Requirements for used
materials for clean
rooms

Bce ucnonp3yeMbie MaTepHuaibl U UX TOKPBITHS JTOJDKHBI OBITH CTOMKUMU K
BO3JIEHCTBHIO JIE3NHPUITUPYIOIINX CPEACTB, OOBITHO TPUMEHSEMBIX JIJISI YUCTHIX
MMOMEIIICHHUH.

ITo BO3MOXKXHOCTH, JOJIXKHBI OBITh UCKITFOUCHBI 3aKpPBIThIC, HEAOCTYIITHBIC OIS
I[e3I/IH(beKLII/II/I TMIOJIOCTHU U TOPU30HTAJIbHBIC ITOBEPXHOCTHU, KaK CHOCO6CTBYIOHII/IC
HAKOIUICHHUIO ITBLIIH.

IIJ'ISI peajin3anu 3TUX eneu B IMMPOCKTEC MPEAYyCMOTPCHO MPUMCEHCHUC
CJICAYIOIUX MaTCPUaAJIOB U KOHCTPYKTUBHBIX pemeHHﬁ:

KoHCTpyKIIMM «4HUCTBIX» MPOU3BOACTBEHHBIX TOMEIIEHNH 1 KOHTPOJIUPYEMBIX
30H 3aIPOEKTUPOBAHBI U3 CAMOHECYIINX CTCHOBBIX MTAHEJIEeH, IEePEKPHITHIX
CBCpPXYy IMOABCCHBIMH IOTOJIOYHBIMHU MMAaHEISAMHU HAa HECYILIEM KapKace,
obecneunBaromnue Tpedyemyto oraectoiikocth REI kak kapkaca, Tak U maHeneu
U IPYTUX OTPaXJA0IIUX KOHCTPYKLUH (OKHA, IBEPH, JJIEMEHThI BEHTUISILIUY).
Bce coenunenns repMeTH3UPYIOTCS CTIEHUANbHBIM repMeTHKoM. KoHCTpyKInu
00eCreyrBaroT MOJIHY0 FepMETHIHOCTE. CTEHBI CHAOKEHBI FePMETU3UPYEMbIMH
BCTaBKaMH IJId NPOKJIAAKH KOMMYHI/IKaHI/II‘/’I HJIN BPE3KU TCXHOJIOTHYCCKOT'O
obopymoBaHUsL.

CBETWIBHUKH BCTPAUBAIOTCA B IMOTOJIOUHBIC TTaHEeIU. Bee nHKeHepHbIe
KOMMYHUKALIMH pa3MEeLIaTCs HaJ NOIABECHBIM OoToNKoM. [Ipu
MPOEKTUPOBAHUY M Pa3MEILICHUN 000PYA0BaHNS BEHTHIISIIHOHHBIX CHCTEM,
OCBEILICHUS U IPYTUX WHKEHEPHBIX CHCTEM YHCTBIX MIOMEIICHUH JTOJKHO OBIThH
MpeTyCMOTPEHA BO3MOXHOCTh HX OOCITY>KHBaHUS CHAPYKH YACTBIX
MOMEIIEHUI. BBICOTY TEXHUYECKUX 3TAXKEN U BEHTUIIALIMOHHBIX KaMep
MPEAYCMOTPETh HE MeHee 1,5 M 3a UCKIIIOUEHUEM MECT PACIIOIOKEHUS] HECYLIIUX
AJIEMEHTOB MEPEKPHITHS, HECYIIYIO CHOCOOHOCTH MOTOJIOYHBIX TTaHENeH
onpeaenuTh He MeHee 150 kr/mM2. B MecTax mpoxojia y BXOJIOB B 3alI0TOJIOUHOE
MPOCTPAHCTBO U TEXHUUECKUX ATAXKEH NPeyCMOTPETh MOKPHITUE MaHENeH AJis
ycuieHus. [ 1ocTyma B TEXHUYECKUE ITAKU MPETYCMOTPETh JIOKH, TBEPH U
JICCTHUIIBL.

Bo Bcex BCPTUKAJIBHBIX U TOPU3OHTAJIBHBIX CThIKAX U yIjax HOMeHIeHI/Iﬁ
YCTaHABJIMBAXOTCA CIICHUAJIBHBIC CKPYTIIAONINC 3JICMCHTBI.

[Mon u crens noMemenwii 119-121 konTponupyemMoii 30861 K BBITOIHEHBI U3
CYIIECTBYIOIIEN KepaMU4IeCKON IUINTKH. [IOKpBITHE CTEH A IOMEIIeHNI
kateropun K, oTMEUeHHBIX Ha TUIaHe moMerenuit [lpunoxenune 2,
BBITIOJTHSFOTCSI U3 CTEHOBBIX MaHENeH sl YUCThIX oMelieHnid. CTeHsI B
OCTaJIbHBIX MOMELEHUAX KaTeroput K BBITOIHSIOTCS IO TEXHUYECKOMY
3aJ]aHuI0 Ha obIIecTpouTenbHble paboThl. [1oBECHO TTOTOIOK B TOMEIICHHSIX
K MoeT ObITh BHIIIOTHEH U3 MOTOJIOYHBIX METAJUINYECKUX KACCET, B KOTOPBIX
MIPeyCMOTPEHBI HEOOXOAMMEBIE OTBEPCTHUS M KPETE)KHbIE SJIEMEHTHI JIS
YCTaHOBKH CBETHJIBHUKOB, Ka0eleid, 2IEeMEHTOB CHCTEMBI TTOKAPOTYIIECHHUS U
T.J.
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MoHTax HeOOXOJUMBIX FJIEMEHTOB OCYIICCTBISETCS C MUHHUMAJTbHBIMU
3a30paMH, CTHIKH T€PMETH3UPYIOTCSI.

OxHa u BepH.

OKHa B YHCTHIX TIOMEIICHUSAX BBITIOJHEHBI M3 CIICIIUATBHBIX OKOHHBIX OJIOKOB.
JIBepu BCTPOEHHBIX YHUCTHIX MOMEIIIEHUIN U3 HEP)KABEIOIEeH CTalIU.

Pa3Mepbl IBEpHBIX TPOEMOB OMPENEIAIOTCS TEXHOIOTHYECKUMU TPEOOBaHUAMU
U TpeOOBaHUIMU IBaKyalluy epcoHana npu noxape. [losepxnoctu nsepeit —
TUIOCKHE, 0€3 BBICTYIIOB U YIIyOJleHHI U3 HepKaBeroei ctanu. s
MOMEIIEHUH ¢ M30BITOYHBIM JaBJIIEHHEM BO3/lyXa IBEPH UMEIOT YIUIOTHEHHE 110
NEPUMETPY, B HIDKHEH 4aCTH — OITyCKAaIOLIYIOCS IIPH 3aKPBIBAHUU ABEPH
YIUIOTHUTENIBHYIO IITOPKY. J[BepHBIE MOPOrH NCKIIOYAIOTCA, KaK
NPENATCTBYIOIIUE IBIKEHHIO U 3aTpyAHstoIe yoopKy. OTKpbIBaHUE ABEPH
JOJDKHO OCYIIECTBIISITHCS B CTOPOHY MOMEILEHHS ¢ OOJIBIIUM JaBJICHHEM 32
UCKITIOUCHHEM JIBEpEl 9BaKyallMOHHBIX BBIXOJIOB NIPH HATHYHH 0053aTEIBHBIX
TpeOOBaHUH K HAPaBJICHHIO OTKPHIBAHUSL.

Bce nBepu 000py1OBaHbI 3JCKTPUYSCKUMHE TOBOAYUKAMU, C YCHIIUEM
JIOCTATOYHBIM ISl IPEOAOICHUS pa3HULbI JAaBJICHUI B CMEXKHBIX IOMEUICHUSX.

Bce okHa HEOTKpBIBaEMBbIE.

B npou3BoACTBEHHBIX MOMEIIEHUSIX YCTaHABIMBAIOTCS TEPMETUYHBIE IBEPU C
3JEKTPOMAarHUTHBIMU 3aMKaMH, YIPaBIA€MbIMUA CUCTEMOU KOHTPOJIA JOCTYIIA,
TaKKe IILIF03bI 000PYAYIOTCS OJIOKUPOBKOM OJTHOBPEMEHHOTO OTKPBIBAHUS
JIBEPEI M CBETOBOM U 3ByKOBOW CUTHAJIM3AIlMEN COCTOSIHUA JIBEPEi.
DBaKyaInrOHHBIE BBIXOBI JIOJDKHBI OBITH 000PYIOBaHBI CUCTEMON OTKPHIBAHUS
JIBepH AHTHIIaHUKA

[ToBepXHOCTH OKOHHOT'O CTEKJIa BHIITOJIHEHA 3AIIO/THIIO C BHYTPEHHEH
MOBEPXHOCTHIO CTEHBI, CTHIKM OKOHHOM KOPOOKH (CTEKIIONaKeTa) CO CTEHOU
3aI0JTHEHBI T€PMETHKOM.

st obGecrievueHus BU3yallbHOI'O KOHTAKTa U KOHTPOJIS MPEANIOYTUTEIbHEH
UMETh MAKCUMAJIbHO BO3MOKHYIO IIJIOIA/b OCTEKIIEHHS], BKIIIOUas TIEPETOPOAKI
IIPOU3BOACTBEHHOTO KOPUIOPA.

s mepenaun o0pa3noB, MEXLy MOMEIMICHUSIMU 1IeXa U3TOTOBJICHHUS JINTHS
m3aenuii u3 wiactmacce (mom.111) u ynakosku (mom.123) npexycmarpuBaeTcs
nepeAaToyHbli OOKC Ha BbIcOTE 1 METp OT noJja ¢ obe33apakruBaHHEM
YIIbTPaduOJIETOM U OJIOKUPOBKON OJHOBPEMEHHOTO OTKPBIBAHUS JBEPE.

B kadecTBe MOKPHITHSA MMOJIA B TPOU3BOICTBEHHBIX MOMEIIICHHUSIX
MpelyCMaTPUBAETCA HAIMBHOM 1OJT (3MOKCHUAHOE TIOKPBITHE) C TIPOBOIUMOCTHIO
<1x106 om/cm.

CTBIKH 1101 — CTEHA BBITIONHAIOTCS C 3aKPYTIICHUEM C TepMeTH3aInei
MIPUMBIKaHUS IMOKPBITHS K CTEHAM.
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Hcnonp3yemble MaTepralibl 1 KOHCTPYKIIMU JOKHBI UIMETh BCE HEOOXO0IUMBIC
TUTHCHUYECKHE CepTU(HUKATHI, TIOKapHBIC CEPTH(PUKATHI, 00CCTICUNBAIOIIIHEC
MOKAPHYIO YCTOMYUBOCTD U IIEJIOCTHOCTh KOHCTPYKIIHI YHCTHIX TIOMEIICHUN B
COOTBETCTBHH C TPEOOBAHUSIMH MPOCKTA «MepOoIpHsITHs 10 00eCIIEUSHUIO
TpeOOBaHM MOKAPHON O€30TTACHOCTI.

All used materials are to be resistant to esed cleaning agents for clean rooms.
All exposed surfaces will be epoxy painted (or equivalent) compatible with
cleaning agents and capable of withstanding a regular cleaning.Walls to be made
of materials that will facilitate ease of cleaning and will be robust enough to
withstand a regular cleaning regimen.

c. Any penetrations through CEA walls to be sealed with sealant that is
compatible with cleaning agents.

b. Doors will be stainless steel or equivalent cleanroom grade finish

c. Doors will swing in the direction of higher air pressurization. Exceptions
will be made to comply with building code and emergency egress requirements

All fastening devices, hardware and other ironmongery shall be cleanroom
compatible

3 HVAC Requirements
15
31 Kpam+ocmeo
: 8030yxoobmeHa 1/4ac/
Air Changes Per Hour
ITapametpsl cpenbl B UIIIT nomKHBL yIpaBiaThCs HEHTPAIU30BAHHOW CHCTEMOM
FMS.
Temmnepatypa, BiaxxHOCTh U audepeHImanpHoe JaBIeHHEe MKy CMEXHBIMU
MTOMETIEHUSIMH JTOJDKHO COOTBETCTBOBATH 3HAYEHHSIM, YKa3aHHBIM B Tabmuiie 1.
YnpaeneHue u
ouanasoH 0011 N
3HaueHNs] MUHUMAIBHOHN BIQYKHOCTH B YHCTHIX MTOMEIICHHUAX OIPE/IEICHBI
napamempos: N
nucxons mn3 Tpe6OBaHI/II/I YMCHBUICHHUA BJIUSAHHUA CTaTUYCCKOI'O 3apsdia Ha
JAugppepeHyuansHoe .
TEXHOJIOTMYECKHE MPOIIECCH IPOU3BO/ICTBA U3AEIUI U3 ITOJIUMEPOB
OasneHue (a), . pott f A A 8 PoB,
iy Temnepamypa (C), MaKCUMaIbHOH BiiaxxHOCTH 70% Hcxo/s u3 TpedoBaHMit 0OeceueHus
. OmHocumenbHas koM(opTa nepcoHaa.
8/1aX#HOCMb 3 40-70%
aJaHHbIC 3HAYCHHS BIIAYKHOCTH B Iuamnaszone 40- OJDKHBI
(%)/Control and range a . a oA
of parameters: MTOJIEP>KUBATECS C TOYHOCTHIO 7%

Differential Pressures
(Pa) Temperature (C)
Relative humidity (%)

JuddepeHunanbHoe TaBiICHNUE JOJDKHBI MOIICPKUBATHCS B COOTBETCTBHH C
3HaueHussMH B Tabmuiie 1. TpeOyemoe 3HaUeHNE TOKHO 00ECTIeUNBATHCS
peryaupyeMbIMHU KJIallaHAMH Ha BBITSDKHBIX BO3/LyXOBOAX.

Room parameters shall be controlled by the centralized Facility Monitoring
System (FMS).
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Temperature Relative humidity and differential pressure between adjacent
rooms are to be controlled in accordance with Table 1

Cleanroom relative humidity (RH) requirement is derived from a minimum of
40% (static charge reduction for products of polymers) and a maximum of 70%
(personnel comfort). Set value in range 40-70% shall be provided with
accuracity 7%.

Differential Pressure to be controlled in accordance with requirements in Table
1. Required level shall be achieved through mechanical balancing valves at
exhaust ducts

33

TpeboeaHus K
0b6opydosaHuo
peyupKyAayuu,
anemeHmMam
MPUMOYHbIX U
8bIMAMCHbBIX
8030yx080008 U
¢uHUWHOU
¢unempayuu 8030yxa

Kaxxnoe gncToe moMenieHue ¢ MpuMBIKafOIMMHI TOMEIICHUSIMU TOJDKHO HMETh
COOCTBEHHYIO BEHTWISIIIMOHHYIO YCTAHOBKY C HEOOXOJAUMBIM KOJIMUECTBOM
JIOKaJIbHBIX (PHIBTPOBEHTHISIIIMOHHBIX MOAYJIeH. Perupkynsius Bo3ayxa
JOJDKHA OBITH O0ecIieueHa yepes3 YHCTOe MOMEIICHNE U 3aIT0TOJI0YHOE
MPOCTPAHCTBO. MUHUMAIBHO TPeOYEMBIi MPUTOK CBEXKEr0 BO3AyXa JOIKEH
OBITH OOECTIeUeH Yepe3 BeHTIIAINOHHYIO YCTaHOBKY.

Penmpkynsiiust Bo3ayxa Ui odecriedeHus: TpedyeMoro Bo3Iyxoo0MeHa J0mKHa
OBITH OOecTIieueHa BO BCEX OMEIICHHSIX

OuucTka Bo3lyXa OT 3arpsA3HEHUN U nepena NaBIeHUN JOIHKHBI
OCYILECTBIISITHCS JTOKAIBHON PELIMPKYIISILUEH

BrITsKKa 1OJIKHA OCYIIECTBIIATHCS U3 HIDKHEHN 30HBI OMEILIEHUN, To1aya
BO3/[yXa B YUCTHIE TIOMEIIIEHHUS B BEPXHEW 30HE.

OuHHIIHBIE GUIBTPBI BEICOKOH 3 (DEKTUBHOCTH JOKHBI OBITH YCTAHOBIICHBI B
nomernieHusx kareropuii D u K.

OUIBTPHI AOJKHBI OBITH YCTAHOBJICHBI HA OTrpaXkAaroyX KoHCTpyKuusix YIIII
U JIOJKHBI OBITH 000pY/I0BaHBI TOYKAMH TTOAKIIOYSHUS] H3MEPHTEIBHOTO
000pyIOBaHMS [J1s1 U3MEPEHHUS CTENICHU 3arpsi3HEHUsT PUIIbTpa.

[MpumBbIKaHUS KOPITYCOB PHIBTPOB K OrpaskaaromuM KoHCTpyKiusiv UITTT
JIOJDKHBI OBITH T€PMETHUYHBI.

LenmocTHOCTH QUIBTPOB MOCIIE YCTAHOBKH JOJDKHA OBITH TIOATBEPKACHA
HE3aBHCUMOM J1ab0opaTopHeid.

YpoBeHb 3BYKOBOT'O AaBJICHHUSI, CO3/IaBAEMbIH BEHTWISIHUOHHON CUCTEMOI B
UIIII, ne nomken npessiiats 80 ab.

a. Each cleanroom will have a dedicated AHU with nesessary amount of
RCUs. Air will be recirculated via return duct work through the rooms with
fresh air make-up from outside via the AHU.

b. Recirculation are to be in all rooms.
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c. Local air returns system should be utilized to minimize contamination and
set the final room balance (pressurization).

d. Supply air to rooms at high level and return/extract air at low level in the
rooms

a. Terminal HEPA filters have to be used in D and K areas with at least
99.97% efficiency as established by filter leak testing.

HEPA filters shall be placed at the point of air entry to the room and shall
provide challenge ports on the upstream and downstream sides of the filter.

c. Filter housings shall be sealed against the ceiling

d. HEPA filter integrity testing, airflow adjustment and balancing report shall
be provided by a certified 3rd party

Sound pressure level from HVAC system are to be less than 80 dB(A)

Musbie u Hexcussble

JKussie uactuirsl B Bo3ayxe KOE/M3/Viable Air (CFU/m3) <200

JXusbie yactuiipl Ha moBepxuocti KOE/M2/ Viable Surface (CFU /25 cm2) <
50

JKussre yactuirsl Ha moay KOE/mM2/ Viable Floor (CFU / 25 cm2) <200

3.4 | yacmuysi/Viable and
Non-Viable Particulates HesxwuBsle wacturisl konmndectBo B M3 Non-Viable Particulate > 0.5 pm (#/m3) <
3,520,000
HesxwuBsle wactuiipl konmndectso B M3 Non-Viable Particulate > 0.5 pm (#/m3) <
29,300
3HaYEHUAM YPOBHEN NPEAYNPEKACHUS U TPEBOTH ISl TApaMeETPOB
TEMIICPATYPEI, BIAXKXHOCTHU, JOITYCTUMOMY BPEMCHH BbIXO/Jia IIapaMeTpa 3a
3aIaHHBIC MPEACIIBI U TOYHOCTU UX U3MCPCHUA JOJIKHBI OBITH YCTAHOBJICHBI B
COOTBETCTBHH C TPEOOBAHUSMH K BBIITYCKAEMOMY MPOJYKTY.
Cucutema
MOHVITOpI/IHra ABTOMAaTHYECKOE AOKYMCHTHPOBAHUEC IPOLIECCA MOHHUTOPUHI'A TapaMETPOB
4. napaMeTpoB cpeabl B EMS B cootBetcTBuM ¢ TpeboBanusimu 21 CRF Part 11
Ynri/ Environmental . - .
monitiring system in Warnm_g and al_arr_n levels for temerature and humidity, allowed dgratlt?n of
cleanrooms exceeding the limits anf accuracity of measurement should be defined in
accordance to product specification
/Automatic documentation of room parameters in accordance with 21 CRF Part
11
Po3eTkH B UHCTBIX IIOMCIICHUAX OOJIX)KHBI 6BITB TCPMETUYHOI'O UCITOJTHCHMA,
neKmpuvecKue
MECTO YCTAHOBKH OOJIZKHO OBITh repMETU3UPOBAHO, PO3CTKU JOJI’KHBI OBITH
5. cucmemesl U
. oTMapkupoBaHsl. Kaxxmoe pabodee MeCcTo TODKHO OBITH 000pYIOBaHO
ocseuweHue/Electrical PiHp foep a PyA

Installation and lighting
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pozetkoii. Pozetku 220B, Pozetku 380B n0mKHBI OBITH YCTaHOBIICHEI B
COOTBETCTBHH C IIPOCKTOM.

B nepcoHanbHOM MUTI03€ TOJIXKHBI OBITh YCTAHOBJICHBI OCCKOHTAKTHBIC CYIIMIKU
st pyk ¢ HEPA dummetpom.

Cucrema MOHUTOpPHUHIA CPEABI JOJDKHA UMETH ITUTAHUE OT SOHEPTOHE3aBUCUMOI'O
HNCTOYHHKA.

CBETHITEHUKA aBapHﬁHOFO OCBCHICHHUA NOJDKHBI UMETH OHEPIrOHE3aBUCUMOC
IDUTAaHUC OT BHCIIHCTO HCTOYHHKA 6ecnepe60171H0ro U TaHusA

Ocgerienne JODKHO COOTBETCTBOBATH TPEOOBAaHMAM, YKa3aHHBIM B Tabmute 1.
OTCyTCTBHE €CTECTBEHHOTO CBETAa B HEKOTOPBIX MPOU3BOICTBEHHBIX
NOMEIICHUSX, BEI3BAHO TIPOM3BOICTBEHHOI HEOOXOAMMOCTBIO, BBUTY TOTO YTO
NPUMBIKaHUE KOHCTPYKIMI YUCTHIX MPON3BOICTBEHHBIX TOMEIICHUH K
Hapy>KHBIM OIPaXAAIOIIUM KOHCTPYKUUAM 30aHUS HCKIIFOYAETCS.

B kauecTBe KOMHCHC&HI/IOHHOﬁ MEPBI B IPOU3BOACTBCHHBIX «YHUCTBIX»
MOMEIIEHUsIX 0e3 eCTEeCTBEHHOTO CBETa 00s3aTeNbHO IPUMEHEHHUE
CBETWJILHUKOB C yJIyUILIEHHOH 1BeTonepenadeid Ra ne Huxke 80 1 moBbIIEHUE
HOPMMPYEMOU OCBELIEHHOCTH Ha OJIHY CTYIIEHb. [[puMeHseMble CBETMIIBHUKHU
JOJDKHBI OBITH CBETOAMOIHBIMHU, 06€3 MyJIbCALlUK CBETOBOIO IIOTOKA, YTO
CIOCOOCTBYET MOBBIIICHUIO KAUECTBA OCBEIICHUS U KOM(OPTY paboTarommx
Bce cBeTnnbHUKH JOJIZKHbBI 6I>ITI) TCpMCTUYHBIMU, BBITIOJIHCHBI U3
HEKOPPOIUPYIOIIUX MaTepUaJIOB U 00ecIieunBaTh CBOOOIHBIN JOCTYII IS
00CTyKUBAHUS

Wall outlets will be functional and sealed with an approved clean room grade
sealant

b. Electrical wall outlets will be labeled

e. Power service outlets will provided as follows: 220v (50 Hz) to be available
at all benches, 380v (3ph 50Hz) to be provided as per agreed design drawings

Gowning room hand dryers with HEPA filters shall have hands-free activation
All environmental control sensors and controllers to be on UPS

a. All lighting fixtures shall have sealed and/or gasketed lens assemblies and
permit easy access and should corrosion resistant with smooth lenses

d. Energy efficient LED lightings shall be used

e. Lighting Intensity Requirements in accordance with Table 1
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JIpeHaku TOKHBI OBITH BBITOJHEHBI U3 KOPPO3HOHHOCTORKHX MaTEPHAIOB,
YCTaHOBJICHBI B YPOBEHb C TOJIOM M HE MEIIATh ITPOBEACHUIO PabOT Ha
000pyIOBaHUM.

PakoBuHBI B IepCOHAIBHOM IILTIO3€ TODKHBI OBITH 00€CTIeUeHBI TOPSTINM 45-
50C u xonoaHbIM BogocHaOxeHreM. [1o1aua BOIBI TOKHA OCYIIECTBISATHCS
uepe3 punbTphl 1 MKH. KpaHb! OKHEI IMETh OECKOHTAKTHOE YIIpaBIeHHE
OTKPBIBAHHEM.

Drains shall be corrosion resistant and flush with floor surface and located in

6. Bodonposod u . . . . .
. areas which will not interfere with operations
KaHanusayus/Plumbing
b. Gowning room sinks shall have:
»  Tempered water with a temperature between 45 — 50°C
*  Filtration to 1 um
»  Hands-free activation
JlomkeH ObITh 00ecIeueH KOHTPOJIb JOCTYIIA JJIs BCEX BHEIIHUX JIBEPCil B
KOHmpOﬂb YUCTHIC TIOMCIICHHA. Cucrema KOHTPOJIA JOJDKHA UMETH IMMUTAHUE OT
7. becrepeboitHoro nCTOYHKKA U yrpaBisaThest ot cucteM ATIC./Restricted access
docmyna/Personnel
Access for all outer doors of personal and materal gates of cleanrooms. Access system
should be supplied with the UPS and linked to the fire alarm.
HpOTI/IBOHO)KapHHe CUCTEMBI JOJIDKHBI OBITH CMOHTHUPOBAHLI B COOTBETCTBUU C
MMPOCKTHBIMHA PCHICHUAMHA
[TbomusonoxcapHsie . . . . . .
8. P oap Fire protection system, Fire alarm system shall be designed in accordance with
cucmemsi/Fire i ut lafi
Protection and design solution and regulations
Tpyb6onpoBoabl pabounx cpea:
o Hep»aBetowwana ctanb
9 CHabxyceHue cxameim P t
' s8030yxom/ Compressed .
. yxom/ p Tubes for media:
air supply .
e Stainless steel
HDOEKTMDOBaHMe cneayet nponssoanTb B COOTBETCTBUN C TpeﬁoBaHMFIMI/I
eNCTBYIOWMX HOPMATUBHO-TEXHUYECKUX JOKYMEHTOB B 061acTn
ObnsamencHole ?T OVITZﬂbu:TBa O)F() adHbI T d, OXPaHbl OKp| ):alo el cpebl, MPOMbILLAEHHOWM
HopMamueHble p » OXp pyAa, oxp py L peapl, np
6e30ﬂaCHOCTM, B TOM 4Ucne:
00KymMeHmMebl 014
10. UCrossL308aHUA Npu

npoekmuposaHuu./
Obligatory regulatory
for design

FOCT P NCO 14644-1-2017 «4ucTtble nomeLLeHMS U CBA3AHHbIE C HUMU
KOHTpoanpyemble cpeapl. Yactb 1. KnaccndpurKkauma 4ynctotbl BO3ayxa no
KOHUEHTPaUUmM 4acTuL,. »
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FOCT P NCO 14644-2-2001 «YucTtblie nomeLlLeHMa U CBA3aHHbIE C HUMU
KOHTpomnpyemsble cpeabl. YacTb 2. TpeboBaHMUS K KOHTPOIIO U MOHUTOPUHTY
Ana noareepxaeHua noctoaHHoro coorsetctema FOCT P UCO 14644-1.»

FOCT P NCO 14644-3-2007 «4Yuctble nomeLLeHMA 1 CBA3aHHble C HUMU
KOHTpoAnpyemble cpeapl. Yactb 3. MeToabl UCMbITaHWUI. »

FOCT P UCO 14644-4-2002 «YncTble noMeLLLeHMA U CBA3AHHbIE C HUMU
KOHTposimpyemble cpeapl. Yactb 4. [poekTMpoBaHue, CTPOMTENbCTBO M BBOA, B
SKCnAyaTaumio.»

FOCT P NCO 14644-5-2005 «Yuncrble nomeLLeHMA U CBA3AHHbIE C HUMU
KOHTposimpyemble cpedpl. Yactb 5. IKkcnayatauma.»

FOCT P NCO 14644-6-2010 «4YucTtbie nomeLlLeHMa U CBA3AHHbIE C HUMU
KOHTponpyemble cpeabl. YacTb 6. TepMUHbIL.»

FOCT P NCO 14644-7-2007 «4ucTtblie nomeLleHMs U CBA3aHHbIE C HAMU
KOHTponpyemsble cpebl. HYacTb 7. M30nmpytowime ycTponctea (YKpbITuUs C
UYMCTbIM BO34YyXOM, BOKCbI NepUYaToYHbIe, U30NATOPbI U MUHU-OKPYKEHMUA). »

FOCT P NCO 14644-8-2014 «4ucTtblie nomeLlLeHMA U CBA3AHHbIE C HAMM
KOHTpoamnpyemsblie cpeabl. HYactb 8. Knaccndukauma ynctoTbl BO34yxXa no
KOHLLEHTPALLMN XMMUYECKNX 3arPASHEHUIA.»

FOCT P UCO 14644-9-2013 «Yucrble nomeLLLeHMA U CBA3AHHbIE C HUMU
KOHTpoAupyemble cpeabl. Yactb 9. KnaccudumkaLuma YucToTbl NOBEPXHOCTM NO
KOHLLeHTPaLMM YacTu,.»

FOCT P UCO 14644-10-2014 «Yuctble noMeLLeHMA U CBA3AHHbIE C HUMK
KOHTpoanpyemble cpeabl. Yactb 10. Knaccndumkauma 4McToTbl NOBEPXHOCTEN MO
KOHLLEHTPALLMN XMMUYECKUX 3arPA3HEHUIA. »

FOCT P 56191-2014 Yuctble nomewweHnAa. OnpeaeneHme Knacca YNCTOTbI €
KoapodumumeHTOM 3anaca.

FOCT P 56190 -2014 YucTble nomeleHuns. MeTtoabl aHeprocbepekeHus.

FOCT P 52538-2006 YucTble nomelleHunsa. Oaexkaa TexHonormyeckas. Obuwime
TpeboBaHMA.
FOCT P 56640-2015 Yuctble nomelteHUA. NpoekTUpoBaHME U MOHTAX.

FOCT P 56638-2015 Yuctble nomeweHuna. BeHTMAALMA N KOHANLMOHNPOBaHME
Bo3ayxa. Obwme TpeboBaHUSA.

FOCT NCO 14698-1-2005 Yuctbie nomeLLeHMa 1 CBA3AHHbIE C HUMK
KOHTponmnpyemsble cpeabl. KoHTposib BnosarpsasHeHumid. Yactb 1. O6wme
NPUHLMNbI U METOAbI.
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FOCT NCO 14698-2-2005 Yucrtble nomeweHUa U CBA3aHHbIE C HUMM
KOHTponunpyemsble cpeabl. KOHTposib 6no3sarpasHeHuid. YacTb 2. AHaNn3 gaHHbIX
0 6Mo3arpaAsHeHunx.

FOCT 12.1.005-88 «Obwme caHUTapHO-TUrMeHNYeCcKme TpeboBaHMA K BO34YXY
paboueit 30HbIY.

CM 2.2.1.1312-03 N'MrneHn4eckmne TpeboBaHUA K MPOEKTUPOBAHMNIO BHOBb
CTPOALLMXCA U PEKOHCTPYUPYEMbIX MPOMBbILLNIEHHbIX NPeAnpPUATUNA.

CN 2.2.2.1327-03 T'urneHunyeckme TpeboBaHMA K OpraHM3aLmm
TEXHO/IOTMYECKUX NPOLLECCOB, MPOM3BOACTBEHHOMY 060PYA0BAHMIO U
paboyemy MHCTPYMEHTY.

CIn 18.13330.2011 «CHwuI1 11-89-80 «I'eHepanbHble NaaHbl MPOMbIWAEHHbIX
npegnpuatuiiy. Pasgensl 1 (nyHKT 1.1), 4 (nyHKTb1 4.4, 4.10, 4.14, 4.16, 4.17,
4.22), 5 (nyHKTHI 5.37, 5.38,5.41, 5.42, 5.44 —5.46, 5.72, 5.74, 5.75), 6 (NyHKTbI
6.4,6.9-6.15,6.17,6.21, 6.22).

CM 20.13330.2011 «CHw1N 2.01.07-85 «Harpy3kn n sosaencreua». Pasgenbl 1
(nyHkT 1.1), 4, 6, npunoxkeHuns B-E.

CMN 30.13330.2011 «CHwuIM 2.04.01.85 «BHYTpeHHUIH BOAONPOBOA, U
KaHanusaumsa 3gaHuii». Pasgens 1, 4 (nyHKT 4.1), 5 (NyHKTbI 5.1.1 - 5.1.6,
ab3aLbl nepBbli M gecaTbll NyHKTa 5.2.2, nyHKTbl 5.2.7 —5.2.11, 5.3.1, 5.3.2,
5.4.13,5.4.14,5.4.16,5.4.17,5.5.1 — 5.6.8), 6 (3a McKNto4YeHUEeM NyHKTa 6.4.15),
7 (nyHKkT1 7.1.1,7.1.2,7.1.4,7.15,7.1.7,7.1.9-7.1.11,7.2.1,7.2.5,7.3.1,
7.3.3,7.3.5,7.3.8,7.3.10,7.3.12,7.3.14,7.3.15,7.3.17,7.3.18 - 7.3.20, 7.4.1,
7.4.6-7.4.9),8 (nyHkTbl 8.1.2, 8,1.3,8.2.1-8.4.5,8.5.2-8.5.7,8.6.2,8.6.14), 9,
10 (nyHkTbl 10.1, 10.2, 10.8).

CN44.13330.2011 AAMUHUCTPATMBHbIE U BbITOBbIE 34aHUA.

CMn 50.13330.2012 «CHwu1M 23-02-2003 «TennoBasd 3aWuMTa 3gaHnii». Pasaensi 1,
4 (nyHKTbl 4.3, 4.4), 5 (nyHKTbI 5.1, 5.2, 5.4 - 5.7), 6 (NyHKT 6.8), 7 (NyHKT 7.3), 8
(noanyHkTbl "a" 1 "6" nyHKTa 8.1), 9 (NyHKT 9.1), npunoxeHue .

CM 51.13330.2011 «CHwuIM 23-03-2003 «3awumTa oT wyma». Pasgensl 1, 4
(nyHKTbI 4.2 - 4.5), 5, 6 (NyHKTbI 6.1, 6.3), 7, 8, 9 (NyHKTLI 9.1 - 9.6, 9. 17 - 9.21),
10 (nyHkKTbI 10.1, 10.3 - 10.16), 11 (nyHKTbI 11.1 - 11.21, 11.26), 12.

CMn 52.13330.2011 «CHwuIN 23-05-95 «EcTecTBeHHOE U UCKYCCTBEHHOE
ocselleHune». Pasgenbl 1 (nyHktol 1.1, 1.2), 4 - 6, 7 (NyHKTbI 7.1 - 7.35, 7.37,
7.38,7.40,7.45 - 7.86, 7.101 - 7.122), npunoxeHue K.
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CMn56.13330.2011 NMpownssoacTBEHHbIE 34aHMUA.

Cn 60.13330.2012 «CHu1lM 41-01-2003 «OTtonneHne, BEHTUAALUMA U
KOHAUUMOHMPOBaHWe Bo3ayxa». Pasaensl 1, 4 (3a ucknouyeHnem nyHkTa 4.7), 5
(3@ ucknoueHnem nyHKTa 5.3), 6 (NyHKTbI 6.1.2 - 6.1.4), 6.2 (NyHKTbI 6.2.4, 6.2.5,
6.2.8 - 6.2.10), 6.3 (nyHKTbI 6.3.1, 6.3.3 - 6.3.8), 6.4 (nyHKTbI 6.4.1, 6.4.5, 6.4.7 -
6.4.9,6.4.11,6.4.14), 6.5 (nyHKTbl 6.5.1, 6.5.8), 7 (NyHKTbI 7.1.2.7.1.3,7.1.5 -
7.1.10,7.1.12,7.1.18,7.2.1-7.3.5,7.4.1- 7.4.4,7.4.6,7.5.1, - 7.11.14), 8, 9
(nyHKTHI 9.5, 9.7 - 9.14, 9.16, 9.23), 10, 11 (nyHKTbI 11.4.3-11.4.7), 12, 13
(nyHKTbI 13.3 - 13.7), 14 (nyHKTbI 14.1, 14.2), npunoxkeHna A, b, B, T, [, ¥, U, K).

CMn 70.13330.2012 «CHwuI 3.03.01-87 «Hecywme n orpaxgarmowme
KOHCTpyKumn». Paszaensbl 1 (nyHkT 1.1), 3 (nyHKTbI 3.3, 3.5, 3.6, 3.20, 3.23), 4
(nyHkTbI 4.5.1, 4.5.3, noapasgensi 4.6, 4.9, nyHKTbl 4.10.6, 4.10.7, 4.12.1 -
4.12.3,4.14.1 - 4.15.4, nyHKTb1 4.16.6, 4.19.11), 5 (nyHKTbI 5.2.3 - 5.2.6, 5.3.3,
5.3.6,5.3.12,5.3.13,5.4.1-5.4.3,5.11.1-5.11.17,5.12.2 - 5.12.5,5.16.4,
5.16.10,5.16.11,5.16.19 - 5.16.21, 5.16.24,5.17.6, 5.17.8,5.18.3, 5.18.8,
5.18.15, 5.18.16, 5.18.20), 6 (nyHKTbI 6.1.2,6.1.7,6.2.2,6.2.4,6.2.5, 6.2.6,
6.2.11, 6.2.15,6.3.1 - 6.6.3), 7 (nyHKTbI 7.3.23, 7.4.13, 7.6.19), 8 (nyHKT 8.1.7), 9
(nyHKTHI 9.1.4,9.1.9,9.2.9,9.3.1,9.11.1-9.12.5,9.14.1 - 9.14.3,9.16.1 - 9.16.7,
9.18.1-9.18.5), 10.

CMN 4.13330.2011 «AgMUHUCTPATUBHbIE N BbITOBbIE 34aHNAY.

Ne123-®3 «TexHUYeCcKuit pernameHT o TpeboBaHUAX NOXKAPHOW
6e3onacHoCTM».

CM 1.13130.2012 «3BaKyaLMOHHble NyTU U BbIXOAbI».

CM 2.13130.2012 «Ob6ecneyeHne OrHECTOMKOCTU OO bEKTOB 3aLLNTbIY.

CMN 4.13130.2012 «OrpaHnyeHne pacnpocTpaHeHns noxkapa Ha obbekTax
3aWmTbl. TpeboBaHUA K 06BEMHO-NNAAHMPOBOYHBIM U KOHCTPYKTUBHbIM

peweHnam».

CN 2.2.1.1312-03 «'nurueHunyeckme TpeboBaHMA K MPOEKTUPOBAHMIO BHOBb
CTPOALLMXCA N PEKOHCTPYMPYEMbIX MPOMbILLNAEHHbIX NPEANPUATUIAY.

11.

lpy3onodsémHoe
obopyoosaHue/ Lifting
equipment

[na nogbeMHO-TPaHCNOPTHbIX Onepaunin, Ha SAaHHOM NPOM3BOACTBE B
uexe AuTba (nom.111) n B nomeleHMn obenymeaHma npecc-popm (Nom.118)
byLeT NPUMEHATLCA A1 CEPBUCHOTO 06C/YKMBaHMA TEPMONNACTaBTOMATOB
(TNA), pemoHTa 1 cmeHbl npecc-bopm TMA Becom A0 2,5 TOHH CyLLecTByoLLLas
KpaH-6ankKa anekTpudeckas r/n 3 1 (n03.145-1). KpaH 6anka go/xKHa
pacnosaraTbCA B 3aN0OTO/IOYHOM NPOCTPAHCTBE YNUCTbIX MOMELLEHWI.
Ncnonb3oBaHuMe KpaH-6anku Ha TMA gonxkHo obecneumBaTtbca Yepes
OTKpbIBaeMble aBTOMaTU3NPOBAHHbIE NOTONOYHbIE NTIIOKU.
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For injection mold service the existing lifting equipment are to be used in
production hall 111 and its maintenance room 118. Existing crane beam should
be placed above the ceiling of clean room and used trough automatically
opened hathes above the injection molding machines and in the maintenance
room.

12.

Pexcum pabomei /
Working regime

- KPYrN10CyTOYHO

- around the clock

13.

Heobxodumocme 8
MOHMax e, MycKo-
HAna00YHbIX U
KeasupUKAYUOHHbIX
pabomax
obopyoosaHus
cneyuanucmamu
Mocmaswuka /

The necessity of
installation, setup and
qualification works

V Tpebyetca /Required
oHe TpebyeTtca/ Not required

14.

Heobxodumocmeo 8
easudayuu npouecca ¢
UCnosnb308aHuem
0aHHO20
obopyoosaHus
cneyuaaucmamu
Mocmaswjuka /

The necessity of
validation process

V Tpebyetca /Required
oHe tpebyetca/ Not required

15.

Heobxodumocme 8
obyyeHuu
compyoHUKO8
crieyuaaucmamu
Mocmaswjuka /

The necessity in
additional trainings by
supplier

V Tpebyetca /Required
oHe Tpebyetca/ Not required

16.

CepsucHoe
obcnymusaHue
/Technical service

CornacHo rpa¢uka rapaHTMMHOTO M NOCTrapaHTUIMHOrO 06CNYKMBAHMA

According to the schedule of warranty and post-warranty service

17.

JononHumenoHble
Y376l U 31eMEHMbI,
3anacHsle yacmu
UHCMpPYMeHMbI,
pacxoodHele
mamepuarel 8
KOMIaeKkme
nocmasku/

o  YNNOTHUTE/IbHbIE 3/IeMEHTbI ABEPU, U3HALLMBAEMbIE YAaCTH, YNCTALLUNE U
CMa304Hble cpeacrtea B obbeme rogosoro O6C!'Iy)-KVIBaHMFI

e Door sealing, wearable parts, cleaning agents and lubricants included in
the annual maintenance
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Additional nodes and
elements spare parts,
tools, RA-related
content in the package

18.

Cpedcmea usmepeHus,
YCMAHOB/1EHHbIE HA
obopydosaHuu /
Installed on the
equipment measuring
devices

Mpubopbl A0NXKHbI 6bITb MOBEPEHbI AN 0TKannbposaHbl / Measuring devices
must be verified or calibrated

19.

ObopydosaHue,
npuHadaexcHocmu u
CmaHoapmHsle
obpasysl,
Heobxodumele 05
Keanugpuxkayuu /
Equipment, facilities
and standard of
samples required for
qualification

He cneumndurumposaHo / Not specified

20.

TpebosaHusA K oyucmke
u caHumusayuu /
Requirements for
cleaning and
sanitization

MaTepuanbl A0MKHbI BbiTb YCTONUYMBbI K NEPUOAMUYECKON OUYMCTKE MOIOLWUMU,
YUCTALLMMM N Ae3UHOULMPYIOLMMUK CPeACTBAMMN ANA YNCTbIX MOMELLEHUIA

Must be resistant to cleaning with detergents, cleaners and disinfectants for
clean rooms

21.

TexHuka
6esonacHocmu/
Industrial safety

He cneyundurumposaHo / Not specified

22.

Heobxodumesie
doxkymeHmel /Required
documentation

Cneaytollan TexHMYecKas AOKYMeHTaUMA A01KHA BbiTb BKAOYEHA B KOMMNAEKT
nocrasBku (06s3atenbHO):

- UcnonHutenbHaa aokymenTtauma/As built documentation

- Npotokonbl DQ, 1Q,0Q, PQ / Protocols DQ, 1Q,0Q, PQ

23.

UHoe / Others

He cneunduumposaHo / Not specified
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CrpaHuua 1 mns 4

Cneumndukauma TpeboBaHM Nonb3oBaTeNa Ha obopyaoBaHue URS-F-01
Tun fOKymeHTa: LomKHOCTb damunua
OaTa PaspaboTan: Ywaros [.10.
coCTaBaeHuA:
Moanuck
Yreepann: TeHepasibHbIN AMPEeKTOp
[aTa yTBepxaeHun
Mognuco

ﬂ'aHHblﬁ AOKYMEHT COrnacoBaH, yTeepXaeH U XPaHUTCA B CUCTeMe AOKYMEHTauMn B COOTBETCTBMU C AeﬁCTBymmMMM pernameHTamm npegnpuATmnA

URS-F.01
Cneundurauma TpeboBaHnn Nnonb3oBaTens
Specification of user requirements

®unbTp ANA HAKOHEYHUKA NUNETKU
Filter for pipette tip
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CneumnduKkauma TpeboBaHMM NONb30BATENA HA Cbipbe U MaTepUanbl URS-F.01

HavmeHoBaHue nsgenma
1 cDMﬂpr ANnA HaKOHEeYHUKa NUNETKN

Part name Filter for pipette tip

JonkeH OblTb  M3roTOBNEH M3  MOJIMMEPHbBIX  MaTepuanos,
paspeLleHHbIX ANA UCNOJIb30BAHUA B MeAULIMHCKUX LEensx.
PekomeHayemble maTepuanbl:

MonunponuneH BbICOKOW 4YMCTOTbl, CBOOOAHbLIM oT DIHEMDA wu
oneammaoBs

WAW NOSINITUNAEH HU3KOTO AaBNEHMNA BbICOKOM NIOTHOCTM.
MN3rotoBneHbl 6e3 cmasku

Be3 KagmueBbIX MUIMEHTOB

MapKa maTepuana Bes AHK (<40 ¢r), PHK (<8,6 ¢r), aHaoTOKCUHbI (<1 nr) u ATD (<1 ¢r).
2. MaTtepuranbl [OMKHbI ObITb YCTOMUYMBBI K aBTOKNABMPOBAHMUIO MNpU
Raw material mark 121°C (2 6ap), coots. DIN EN 285.

Recommended material medical grade:

High-purity polypropylene, free from the additives di(2-
hydroxyethyl)methyldodecylammonium (DIHEMDA) and 9-
octadecenamide (oleamide) or HDPE. Manufactured without
lubricants. Cadmium-free pigments.

Free of DNA (<40 fg), RNase (<8.6 fg), endotoxins (<1 pg) and ATP (<1
fg). Autoclavable at 121° C (2 bar), acc. DIN EN 285.

Pa3smepsbl: BbicoTa: 3 mm (oanHaKoBas Ans Bcex TMnopasmepos)/
dnameTp, mm:

[na HakoHeuyHMKa 50 mKn 2,5
[Ona HakoHeuyHmKa 300 mkn 5,3
Tunopasmep Ona HakoHeyHuka 1000 | 7,3
3. MKAN

Nominal size
Dimensions: Height — 3mm (for all sizes)

Diameter, mm:
For tip 50 ul 2,5

For tip 300 ul 5,3
For tip 1000 ul 7,3
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CneumnduKkauma TpeboBaHMM NONb30BATENA HA Cbipbe U MaTepUanbl URS-F.01
Hasanom.
MoNnMSTUNEHOBBIN NaKkeT = KapTOHHbIM TPAHCNOPTHbIN KOpo6.
MoNMSTUNEHOBBIN NaKeT AO/KEH OblTb NNOTHO 3aKPbIT U UCKAOYATb
nonagaHue nbian U ApYyrux 3arpasHeHun.
TpaHCNOPTHLIK  KOPOO  AO0/IKEH  WUCKAYaTb  MexaHuYeckue
nospexxaeHns nsgennin. MakcumanbHblii Bec — 15Kr.
TpaHcnopTHble Kopoba ¢ U3LEeNUAMM AOJIKHbl ObiTb Y/IOXEHbI Ha
AepeBsHHble NoaaoHbl pasmepom 1200x800mMm B WTabenn BbICOTOM
Bupa ynakoBku He 6onee 2000mm.
4.
Kind of packing In bulk.
Plastic bag - Corrugated transport box.
The plastic bag must be tightly closed and prevent dust and other
contaminants from entering.
The transport box must exclude mechanical damage to the products.
Max weight — 15kg.
Transport boxes with products should be placed on wooden pallets
with a size of 1200x800mm in stacks with a height of no more than
2000mm.
KoAMyecTso He cneyundumumposaHo
5.
Quantity Not specified
Mpouecc, B KoTopom byaeT | McnonbayeTca B KayecTBe KOMIMJIEKTYlOLWEN getannm ans cbopku
6. MCNONb30BaTLCA HaKOHEYHMKOB NMUNETOK.
Process that could use It is used as a component part for assembling sets of pipette tip.
BHewHwni Bna; Appearance:
dunbTpbl OJIKHbI UMETb
umnMHmeqecxfm bopMY,  MMETD Outward sur.face should. .be
[NaKylo, 6e3 paKoBMH, LapanuH smooth,  without cay|t|es,
! ! | scratches, burrs and without
3ayceHueB, 6€3 NOCTOPOHHMX YacTuL,
other extraneous parts
dursmyeckne cBomncTBa nOBerHOCTb; Colour — white
7. LiseT — 6enblii. p . £ filt .
ore size of filter (effective)
Physical properties Pasmep . nop bunbTpa 4-6 um
(3ddekTMBHbIN) 4 - 6 MKM
Hapy:KHble noBepxHOCTM A0/KHbI | External surface must be
6bITb  YMCTbIMM, He  JO/XHbl | clean, without particles of
cofepXaTb MeTannnyeckor nbinm n | metal dust and traces of
cnefoB 06pabaTbiBalOWMX areHToB processing agents
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CneumnduKkauma TpeboBaHMM NONb30BATENA HA Cbipbe U MaTepUanbl

URS-F.01

Ycnosua
TPAHCNOPTUPOBAHMUA

Transport information

TpaHcnopTupyeTca BCemMuM BUOAMKM  TPaHCMoOpTa B 3aKpPbITbIX
TPAHCNOPTHbIX CpeacTBax Npu Temnepatype ot -50°C go +50°C.

Mpu  TpaHCNOPTMPOBAHWUKW,  XpaHEHWW, MOrpysKe,  pasrpyske
Heobxoanmo cobntofaTb Mepbl NPefOCTOPONKHOCTU, UCKAOYAoLWMe
noBpexaeHune, nageHne n 3arpasHeHue.

3anpewaeTca NnepeBo3nTb BMECTe C XMMUYECKUMN peakTUBaMMU.
TpaHCcNopTHblE YNaKOBKM HEOHXOAMMO NepPeBO3UTb B 3aKPENIEHHOM
Buae.

Corrugated transport boxes are transported by all types on transport
(temperature from -50°C to +50°C).

During transportation, storage, shipment follow the safery rules in
order to prevent of damage, fall and contamination.

Transportation with chemical reagents are prohibited.

Corrugated transport boxes should be carried in vehicles in a fixed
state.

Ycnosua XpaHeHuA

Storage conditions

Ha cknagax usrotoButens u notpebutensa npu temnepatype ot 0°C go
+35°C 1 OTHOCUTENbHOM BNaxKHOCTU He 6onee 90%.

Must be stored in the warehouses of the manufacturer and the
consumer (temperature from 0°C to +35°C, relative humidity 90%)

10.

TexHuKa 6e3onacHoCTH

Industrial safety

He cneundunumpyetcs

Not specified

11.

Heobxoanmble 4OKYMEHTbI

Required documentation

- JlokymeHTbl, no3sosasAwwme BBO03 B Poccuiickyio Pegepaunto
(cepTuduKat cooTseTcTBUA);

- Ceptudukar TC;

- MacnopTt 6e3onacHocTy;

- TexHnyecKas CneunduKkaums;

- MNacnopT KayecTsa Ha NapTUIo;

- CepTudUMKaT aHaIM3a Ha NapTuio;

- JInueH3nA Ha NpaBo NPoOM3BOACTBA.

- Documents allowing the importation into the Russian Federation
(Certificate of conformity);

- Certificate of the Customs Union;

- Safety data sheet (MSDS);

- TDS;

- Quality passport;

- Certificate of analysis;

- License for production.

12.

Adpyroe

Other

CpoK xpaHeHus 5 net

Storage time 5 year
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Cneuundukauma TpeboBaHMii NONL30BATENA HA CbiPbe U MaTepuanbl URS
Twun gokymeHTa: A4Y JonxHocTb damunus
[OaTta Paspa6oTan: Ywakos [.10.
COCTaB/IeHMUA:
Moanwucb
YTBepgmun:
[aTta yTBepxaeHua
MNognucb

ﬂ,aHHbIﬁ AOKYMEHT COr/1acoBaH, yTBepXaeH U XpaHUTCA B CUCTeMe AOKYMEeHTauMn B COOTBETCTBUU C p,e[/'lCTByIOU.I,MMM pernameHTamun npeanpuATUA

URS - Cneyuguxkayua mpebosaHuli nosnsiosamerns

MonunponuneH paHaom
URS - Specification of user requirements

Polypropylene random
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CneunduKkauma TpeboBaHMi NONb30BATENA Ha Cbipbe U MaTepUabl

URS

HanmeHoBaHue CbipbA,

maTepuana/Designation of raw material

MonunponuneHa paHaom /

Polypropylene random

BuaynakosKku/

Kind of packing

MeLOK NoIM3TUNEHOBDI /
BagPE

Konnyecrso/

Quantity

(25,0+0,3) kr/
(25,040,3) kg

Mpouecc, B KOTOPOM Cbipbe UK
maTtepuan 6yaer ucnonbsosatbes/

Process that could use this raw material

JInTbé nog, pasneHnem aaa npousBoAcTBa MegnUMHCKMUX
n3aenni c nocaeaytowein ctepunmsagmen MeTtogom
aToKknasmnposaHua /

Injection molding for the production of medical products with
subsequent sterilization method autoclaveable

dusmyeckune csoncrea/

Physical properties

ArperaTtHoe CoCTOsHME — rpaHybl

LieT — HaTypabHbIN, b6esnblii

OKpaluMBaHMe B Macce — He OKpaLleHbI

Mpo3pavyHOCTb — BbICOKAA

Bneck — BbICOKKA

MnotHocTb — 0,900 (FOCT 15139)

MokasaTenb Tekyyectu pacnnasa — 20-44r/ 10 muH (P=2,16 Kr,
T=2302C)

Pa3bpoc 3HaueHU NoKasaTena TeKy4ecTu pacniasa B
npeaenax naptiu, He 6onee +10 % (FTOCT 26996)

Pasmep rpaHyn — 2-5mm (FOCT 26996)

HacbinHaa nnoTHOCTb, He meHee 0,48-0,50kr/m3, (TOCT
26996)

Konunuyectso BKAtoueHU, He 6onee 3wT. (TOCT 26996)
MaccoBas gons 30nbl, He 6onee 0,035%, (TOCT 26996)
CTOWMKOCTb K TEPMOOKUC/IUTENIBHOMY CTapeHUIo, He MeHee
360y

T=150 °C onpegenaAoT Ha obpasuax 50x15x1,0 mm (FTOCT
26996)

Mpenen TEKy4eCTU Npu pacTaKeHuu, He meHee 27 MMa (npwu
50 mm/muH) (FOCT 11262)

OTHOCUTENIbHOE YA/IMHEHWE NPU NPeaene TEKYYECTH, He
meHee 10% (npu 50 mm/muH) (FOCT 11262)

Moaynb ynpyroctu - 1000 Mna (npu 1 mm/mun) (TOCT 9550)
TemnepaTtypa pasmsardyeHus no Buka, 153 2C (TOCT 15088)

Appearance — granules

Color — natural, white

Colouring in the mass — not painted

Transparency — high

Glitter — high

Density of 0.900 (GOST 15139)

The melt flow index of 20-44 g/ 10 min (P=2.16 kg, T=2302C)
The variation in melt flow index within the party, not more
than £10 % (GOST 26996)
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CneunduKkauma TpeboBaHMi NONb30BATENA Ha Cbipbe U MaTepUabl URS

Granule size is 2-5mm (GOST 26996)

Bulk density not less than 0,48-0,50 kg/m3 (GOST 26996)
The number of inclusions, not more than 3 pieces, (GOST
26996)

Mass fraction of ash, not more than 0,035 %, (GOST 26996)
The resistance to thermo-oxidative aging, at least 360h
T=150 °C determined on samples 50x15x1,0 mm (GOST
26996)

The yield strength in tension not less than 27 MPa (at 50
mm/min) (GOST 11262)

Elongation at yield, not less than 10% (at 50 mm/min) (GOST
11262)

Modulus of elasticity - 1000 MPa (at 1 mm/min) (GOST 9550)
The softening temperature for Vika, ° C 153 (GOST 15088)

6. Ycnosua TpaHCNopTUPOBKU/

Transport information

TpaHCNOpPTUPYIOT BCEMM BMAAMM TPAHCNOPTAa B  KPbITbIX
TPaAHCMNOPTHbIX CPeacTBax B COOTBETCTBMW C MpaBUIaMu
nepeBO3KM Trpy30B, AOEMCTBYHOLWMMM HaA JaHHOM Buae
TpaHcnopTa.

lpy3oBble mecTa GOPMUPYIOT B TPAHCMNOPTHblE MaKeTbl B
COOTBETCTBMM C MpaBUIaMU NEPEBO3KM FPYy30B Ha MAOCKUX
nogaoHax no NOCT 9078-84 n TOCT 9557-87. Pasamepbl nakeTa
OOMKHbI  cooTBeTcTBOoBaTb [OCT  24597-81, cpeactsa
cKkpennenus - TOCT 21650-76 /

Transported by all types of transport in covered vehicles in
accordance with goods transportation regulations applied to
this type of transport.

The package is formed into transport packets in accordance
with the rules of transportation of goods on flat pallets
according to GOST GOST 9078-84 and 9557-87. The batch size
should correspond to GOST 24597-81, means of fastening -
standard 21650-76

7. Ycnosus xpaHeHus/

Storage conditions

XpaHAT B 3aKPbITOM CYXOM NOMELLEHMM, UCKNIOYALOLLEM
nonagaHune NPAMbIX CO/THEYHbIX nyqeﬁ, Ha PacCToOAHUNU He
MeHee 1 M OT HarpeBaTe/ibHbIX MPUOOPOB NPK TeMMepaType
He Bbiwe 30 °C, OTHOCUTE/IbHOM BNa*KHOCTU - He bonee 80%.
JonycKaeTcs xpaHeHne noanmepa y notpebutens go 30 cyt B
METaNINYECKUX EMKOCTAX O1A XPAaHEHUA, UCKAIOYAIOLLMX
nonagaHue BAarv 1 3arpAsHeHne NOAMMEPA, YCTAHOBAEHHbIX
Ha HapYXHbIX NaoWaaKax /

Keep in closed dry room avoid contact with direct sunlight, at
a distance of not less than 1 m from heating devices at
temperature not exceeding 30 °C, relative humidity - less than
80%.

Allowed storage of the polymer at the consumer up to 30 days
in metal containers, excluding ingress of moisture and
contamination of the polymer, installed on outdoor venues

8. TexHuMKa 6e3onacHocTu/

Industrial safety

lPaHYyNMPOBaHHbIE  MOJMMPONUIAEH  MPU  KOMHATHOW
TemnepaType He BbIGENAT B OKpPYKaloWwylo  cpeay
TOKCUYECKUX BELLLECTB M HE OKa3blBAOT BPELHOIO BJAUAHUA Ha
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CneunduKkauma TpeboBaHMi NONb30BATENA Ha Cbipbe U MaTepUabl URS

OpraHM3M 4YesioBeKa MNpU HEenocpeAcTBEHHOM KOHTaKTe.
PaboTa c HUMMK He TpebyeT ocobbix Mep NPeasoCTOPOIKHOCTHU.
MenKas nbiib NoAMmepa NpU BAbIXAaHWUM U NONagaHUM B
JIETKME MOXKET BbI3BaTb BANOTEKyLME GPUOPO3HbIE U3MEHEHMA
B HUX.

Mpwn HarpeBaHMM NOAMNPONUAEHA M B NpoLLecce nepepaboTku
Bbiwe 150 °C BO3MOKHO BblAeNEeHME B BO3AYX JIETY4MX
NPOAYKTOB TEPMOOKUCANTENBHOW AECTPYKUUM, COAEPMKALLMX
OpraHMYyeckmMe KUcAoTbl, KAPOOHUNbHbIE COEANHEHUA, B TOM
yncne popmanbaerna n aLeTanbaerma, OKUCh yraepoaa.

MpW KOHUEHTPAUUKM NepeyncneHHbIX BELLECTB B BO3ayxe
pabouyelt 30HbI Bbille MNpPeaenbHO AO0MNYCTUMOM BO3MOXKHbI
OCTPble U XPOHUYECKME OTPABAEHMUS.

MNpeaenbHO AONYCTUMblE KOHLLEHTPALMUKN NIETYYMX BELLECTB B
BO3ayxe paboueit 30HbI Cieaytolme:

MNpeanenbHoO

JonycTMmas Knacc
HanmeHoBaHue BellecTBa

KOHLLeHTpaLumsa, | OnacHOCTU
mr/m3

dopmanbaermg, 0,5 2
AueTtanbaerng 5,0 3
OpraHunyeckue KUcnoTobl
(B nepecuete Ha yKCyCHYIO 5,0 3
KMCNoTY)
Okucbyrnepoga 20,0 4
A3po30b
noavnponuaeHa n 10,0 3
COMoAMMepOB NPOoNuAeHa

Granulated polypropylene and copolymers of propylene at
room temperature do not emit into the environment of toxic
substances and do not cause harmful effects on the human
body by direct contact. Working with them requires no special
precautions.

Fine dust polymer by inhalation and in contact with the lungs
can cause sluggish fibrotic changes in them.

When heated, the polypropylene and its copolymers in the
processing of above 150 °C may release into the air of volatile
products of thermal oxidative degradation, containing organic
acids, carbonyl compounds, including formaldehyde and
acetaldehyde, carbon monoxide.

When the concentration of these substances in the air of
working zone exceeding limits possible acute and chronic
toxicity.

The maximum allowable concentration of volatile substances
in the air of working zone are the following:
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Cneuundukaumna TpeboBaHMi N0Nb30BATENA HA CbiPbe U MaTepUanbl URS
Maximum

Il I cl f

The name of the substance allowab ? 3550
concentration, | danger

mg/m3
Formaldehyde 0,5 2
Acetaldehyde 5,0 3
Organicacids 5,0 3
Okuco yrnepoga / 20,0 4
Spray of polypropylene and 10.0 3
copolymers of propylene !

Heobxoanmble 4OKYyMeHTbI/

Required documentation

Cneayowas  AOKYMEHTAUMA A0/KHA _ObiTb  BKAKOYEHA B

KOMNJEKT NocTaBku (0ba3aTenbHo):

- AJOKYMEHTbI, no3Bonsaowme Beo3 B Poccuiickyto Peaepaumio
(cepTnuoukat cootsetcteua); ceptudpukat TC/ documents
allowing the importation into the Russian Federation
(certificate of conformity); Certificate of the Customs
Union

- Nacnopt 6e3onacHoctn/ Material Safety Data Sheet (MSDS)

- Cneundurauma/Specification

- Nacnopt KayectBa/Quality passport

10.

Nuoe /
Other

MarTepwuan fonxeH 6biTb cepTUdULMPOBAH 414 NPOU3BOACTBA
MeOMULMHCKUX U3aenni.
The material must be certified for the manufacture of medical

devices.
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CneuunduKkauma TpeboBaHMi Nonb30BaTeNA Ha obopyaoBaHMe URS-M0.1
Tun fOKymeHTa: LomKHOCTb damunua
OaTa PaspaboTan: Yuwaros [.10.
coCTaBaeHuA:
Moanuck
Yreepann: TeHepasibHbIN AMPEeKTOp
[aTa yTBepxaeHun
Mognuco

ﬂ'aHHblﬁ AOKYMEHT COrnacoBaH, yTeepXaeH U XPaHUTCA B CUCTeMe AOKYMEHTauMn B COOTBETCTBMU C AeﬁCTBymmMMM pernameHTamm npegnpuATmnA

URS-M0.1 Cneyugpukayus mpebosaHuli nonszosamens

Cuctema nopgaum cxartoro BO34YyXa

URS-U0.1 Specification of user requirements

Compressed air supply system
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Cneumndukauma TpeboBaHW Nonb3oBaTena Ha obopyaoBaHue URS-10.01

HasHayeHue /
Appointment

Cucrema npegHasHayvyeHa anAa npomssoacTtea U Nogayun Catoro
BO34yXa TeXHO/N0ornm4yeCKkomy 060py,£I,OBaHMI-O npon3soacTBa
HAaKOHEYHUKOB NMUMNETOK B KayecCTBe pa6oqel71 cpenbl npuso4oB
BCNOMOratesibHoro 060pyp,OBaHVIF|

The system is intended for the production and supply of
compressed air to the technological equipment for the
production of pipette tips as a working medium for the drives of
auxiliary equipment

Komnnekmauyusa obopydosaHus/
Equipment configuration

e be3macasaHble KOMMpPeccopbl
e TpybonpoBoabl ANs CXKATOro Bo3ayxa
e 3anopHaa apmaTtypa

e Qil-free compressors
e Compressed air lines
e Shut-off valves

Konuuyecmeso/
Quantity

Komnpeccop: 2 wTt
Cuctema Tpybonposogos: 1 komnn

Compressor: 2 pcs
Piping system: 1 set

Tun obopydosaHus /
Type of equipment

oU3meputenbHoe obopyaosaHne/Measuring equipment
VUHkeHepHoe o6opyaosaHme/Engineering equipment
oMUcnbiTaTenbHoe obopyaosaHue/Test equipment
oTexHonormyeckoe obopyaosaHue /Process equipment
DOprrexHuka/Office equipment

oMe6enb/Furniture

OcHoBHble mexHuYecKue
5. | xapakmepucmuxu /
Main technical specifications

e Pexmm paboTbl — aBTOMATMYECKUI, 2 Komnpeccopa
04HOBPEMEHHO

e [laBneHuwe B TOYKax oTbopa He meHee 7 bap

e DneKTpuyeckoe nogkntoyeHune: 400B/50y 3PH+N+PE

e 06Las NPon3BOANTENLHOCTb - 350m3/y

e KauectBOo CxKaToro Bo3gyxa B To4Kax noTpebneHua —
Knacc 2.2.1. no UCO 8573.1

e Operating mode - automatic,c 2 compressors
simultaneously

e The pressure at the connection points no less 7 bar

e Electrical connection: 400V/50Hz 3PH+N+PE

e Total productivity - 350m3 / h

e The quality of compressed air at the points of
consumption - class 2.2.1. according to ISO 8573.1

WHbie 3Ha4YuUMble mexHu4YecKue
6. | xapakmepucmuku /
Other important specifications

e [lpegnoytTutenbHo npumeHeHue YacTOTHOro
perynamposaHuma

e YpoBeHb OMyCcKoB TpybonpoBOAOB CXATOro BO3Ayxa K
ToYKkam nogkntodeHus — 1200 + 300 mm(Hag nonom)

e B KayectBe 3amnopHoOM apmaTypbl Ha  OMycKax
npeaycMOTPETb LWApPOoBble KpaHbl

e B mecTax npoxoaa 4Yepes CTPOUTENbHble KOHCTPYKLUK
Tpybbl HEOHXOAMMO NPOKNAABIBATL B M’MNb3aX
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CneuunduKkauma TpeboBaHuMii Nonb30BaTeNs Ha obopyaoBaHMe

URS-10.01

e B 30HE 4YMCTbIX NOMeELLEHU TpybonpoBOAbl CHKATOro
BO34yXa AOJIKHbl MPOKIaAbIBaTbCA NMPEUMYLLECTBEHHO
B 3aMOTO/I0YHOM 30HE
e YacToTHOe perynnpoBaHue 4/1A 04HOro KoMnpeccopa
e Preferable application of frequency regulation
e The level of lowered compressed air pipelines to the
connection points - 1200 = 300 mm(above the floor)
e Provide ball valves as shut-off valves on the drops
e In places of passage through building structures, pipes
must be laid in sleeves
e In the area of clean rooms, compressed air pipelines
should be laid mainly in the ceiling area
e Frequency regulation for one compressor
Asmomamuyeckoe He cneundunuympoBaHo
7 00KyMeHMUpOoBaHuUe npouyecca -
" | /Automatic documentation of Not specified
process
e Komnpeccopsbl: nom. 143
e Touku oTtbopa: nom. 105, 109, 111, 114, 118
8. PasmeuweHue /
Arrangement
e Compressors: pr. 143
e Connection points: pr. 105, 109, 111, 114, 118
9 OzpaHu4eHua no 2zabapumam / He cneunduumposato
Size restrictions Not specified
10. Pexcum pabomei / - KpyrnocyTotHo
Working regime - around the clock
Mamepuasns! u nosepxHocmu, e Hep:kaBetolas cTanb UAW aHaNoT ANSA aHHOMO
11, | KoHMakmupyiowue ¢ npooykmom npUMeHeHus
| /Materials and surfaces that could
contact product e Stainless steel or equivalent for this application
Heobxooumocme 8 MOHMax e, V TpebyeTca /Required
MyCKO-HAAAO0YHbIX U oHe Tpebyetcsa/ Not required
KeanuguKkayuoHHbIx pabomax
12. | obopydosaHusa cneyuaaucmamu
Mocmaswjuka /
The necessity of installation, setup
and qualification works
Heobxodumocme 8 saaudayuu o Tpebyetca /Required
fpouyecca ¢ ucnosnsL308aHuem V He Tpebyetca/ Not required
13. | daHHo20 0bopydosaHus
cneyuanucmamu Mocmasuwuka /
The necessity of validation process
Heobxodumocme 8 0by4eHuUU V Tpebyetca /Required
compyOHUKO8 crieyuanucmamu OHe Tpebyetca/ Not required
14. | Tocmaswuka /
The necessity in additional trainings
by supplier
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CornacHo rpaduKka rapaHTMMHOTO WM NOCTrapaHTUMIAHOrO
15 CepsucHoe obcnyxusaHue obcnyRunBaHua
" | /Technical service
According to the schedule of warranty and post-warranty service
JononHumenoeHsie y3ael U He cneundurumpoBaHo
anemeHmMel, 3anacHele Yyacmu
UHCMPYyMeHMbl, PAcXo0Hsle Not specified
16, | Mamepuasntl & Komnnekme
nocmasekxu/
Additional nodes and elements
spare parts, tools, RA-related
content in the package
Cpedcmea usmepeHus, He cneundunumpoBaHo
17 yCMaHo8s1eHHbie Ha 060py0o8aHUU N
" | / Installed on the equipment Not specified
measuring devices
ObopydosaHue, npuHadnexcHocmu | He cneunduumposaHo
u cmaHoapmHsie 06pa3ybl,
18. | Heobxodumoie dns keanupurayuu / | Not specified
Equipment, facilities and standard
of samples required for qualification
MaTepuanbl [O/MKHbI ObITb YCTOMUMBLI K MEPUOONYECKOMN
TpebosaHusA K o4ucmKe u OYMCTKE MOMOWMMU, YUCTAWMMU U Ae3UHOULMPYIOWNMM
10. caHumu3sayuu / CPeACcTBaMM A/1A YUCTbIX MOMELLEHNIA
Requirements for cleaning and
sanitization Must be resistant to cleaning with detergents, cleaners and
disinfectants for clean rooms
CornacHo TpeboBaHuam OCT 12.2.003-91
20. Tex;-:uxg 6esonacHocmu/
Industrial safety According to the requirements of GOST 12.2.003-91
Cneayiolian TexHMYecKas AOKYMEHTaUMA A01KHa 6bITb
BK/IIOYEHA B KOMMJIEKT NOCTaBKM (06a3aTeNbHO):
21 Heobxooumbie dokymerimel g\a/iggsz,coi%p:g/?::::;/eigL:z r;:jcnctkpo)er:/\ssﬂzzr:e (pykoBoacTBO
" | /Required documentation . ;
no TexHuyeckomy obcnyxusaHmio)/ user manual in Russian
(the maintenance manual)
22. | UHoe / Others He cneundunumposaHo / Not specified
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CrpaHuua 1 mns 4

CneumnduKkauma TpeboBaHM NONb30BATENA HA Cbipbe U MaTepuabl URS
Tun gokymeHTa: A4Y LomKHOCTb damunua
OaTa PaspaboTan: Ywaros [.10.
coCTaBaeHuA:
Moanuck
YTBepgun:
[aTa yTBepxaeHun
Mognuco

ﬂ'aHHblﬁ AOKYMEHT COrnacoBaH, yreepXaeH U XpaHUTCA B CUCTemMme O0KYMEHTaUMn B COOTBETCTBUN C ,D,eﬁcTBleLlJ,MMVI pernameHTamu npeanpuATUA

URS Cneyugpukayus mpeboesaHuli nonszosamens

MneHka nonnatuneHosan (NBA) repmoycapouHasn
ANA YNAaKOBKU MegULUHCKUX U3aenuii

URS Specification of user requirements

Polyethylene shrink (LDPE)
film for packaging medical devices
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HavmeHoBaHue CbipbA, MaTepmana/

Designation of raw material

MneHKa NOAMITUNIEHOBas TEPMOYCaZouyHaA AN YNaKOBKM
MeAMLUMHCKUX n3gennii (npunoxkenue 1)
/ Polyethylene shrink film for packaging of medical devices

Bug ynakosku/

Kind of packing

PynoHsbl ¢ NMBJ, naeHKoM ynakoBblBaOT B NOAUSTUNIEHOBbIE
nakeTbl 1 B roppokopoba

/ Rolls with LDPE film are packed in plastic bags and corrugated
boxes

Konnyectso/Quantity

He cneundumumnposaHo
/Not specified

Mpouecc, B KOTOPOM Cbipbe UK
maTepuan byaet ncrnonbzosartbes/
Process that could use this raw

material

B TexHoNOrMyeckom npoL,ecce aBTOMaTUYECKOM YNaKoBKK
MEeANUMHCKMX U34enii MeTogom TEPMOYyCaaKu

/ In the technological process of automatic packaging of medical
devices by heat shrinkage

dusmyeckue ceomcrea/

Physical properties

TepmoycagouHas MNB/L, naeHkKa;

Bna HamMOTKKU: pyaIOH, MONYPYKaB;

OnvHa HamoTku: 1000 m;

WunpuHa nneHku: 350 (+/- 20 mm);

Bec pynoHa: meHee 12 Kr;

TonwmHa NAeHKK: 15 MKm (-/+ 3 MKM);

Temnepatypa ycagku — 125-145°C;

KoadpdpuumeHT ycagku — 75 (+/- 5%);

LUseT — becuBeTHbIN;

MneHka — npo3payHas;

MneHKa He JOMKHA UMETb TPELLMH, 3aNpecCcoBaHHbIX CKIAA0B,
pa3pbiBOB M OTBEPCTUN;

CmelLleHMe NAEHKN MO TOPLY PY/SIOHA He AOMNYyCKaeTcs;
HamoTKa pynoHa gonxKHa 6bITb paBHOMEPHas, N0THas, obpes
KPOMOK [0/1KeH ObITb POBHBIM U YUCTbIM.

/ Heat-shrinkable LDPE film;

Winding type: roll, half-sleeve;

Winding length: 1000 m;

Film width: 350 (+/- 20 mm);

Roll weight: less than 12 kg;

Film thickness: 15 um (- / + 3 um);

Shrinkage temperature 125-145 ° C;

Shrinkage factor — 75 % (+/- 5%);

Color - colorless;

The film is transparent;

The film should not have cracks, pressed-in warehouses, tears and
holes;

Film displacement along the end of the roll is not allowed;

The winding of the roll should be uniform, tight, and the edges
should be smooth and clean.

YcnoBua TpaHCNopTUPOBKK/

Transport information

MAeHKy TPAHCNOPTUPYIOT BCEMW BUAAMM TPAHCMOPTA B KPbITbIX
TPAHCNOPTHbIX CPeACTBAX B COOTBETCTBMM C NpaBUaaMu
nepeBo30K rpy3oB, AeWCTBYIOWMX Ha AaHHOM BUAE TpaHcnopTa./
The film is transported by all types of transport in covered
vehicles in accordance with the rules of cargo transportation
applicable for this mode of transport.

Ycnosua xpaHeHus/

TemnepaTtypa xpaHeHua: ot +5°C go +35 °C
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CneumnduKkauma TpeboBaHMM NONb30BATENA HA Cbipbe U MaTepUanbl URS

Storage conditions

OTHOCKTENbHAA BNaXKHOCTL: He 6bonee 40%

MNeHKy XpaHAT B KPbITbIX CKAAACKUX NOMELLEHUSAX,
WCKtOYatoLWMX NonagaHue NpamblX CO/THEYHbIX IyYeld, B
rOpPU30HTa/IbHOM MOJIOXKEHUN HE MeHee 1 M OT HarpeBaTebHbIX
npnbopos./

Storage temperature: from+5°Cto+35°C

Relative humidity: up to 40%

The film is stored in covered warehouses, excluding the ingress of
direct sunlight, in a horizontal position at least 1 m from heating
devices.

Heobxoanmble 4OKYMEHTbI/

Required documentation

Cnepyrolias AOKYMEHTALMA A01KHA ObITb BKAOYEHA B KOMMAEKT
nocraBku (06a3aTenbHO):

- IOKYMEHTbI, No3BoAAOWMeE BBO3 B Poccuiickyto dPegepauuto
(ceptudukar cootsetcteusa), ceptudmkar TC/ documents allowing
the importation into the Russian Federation (certificate of
conformity); Certificate of the Customs Union;

- Macnopt 6e3onacHocty/ Material safety data sheet (MSDS)

- TexHuuyeckana cneundurkauma /Technical data sheet (TDS)

- MacnopT KayecTBa Ha napTuio/Quality passport

- CeptuduKat aHanm3a Ha naptuio/ Certificate of analysis

Nuoe /
Other

FapaHTUIHBIN CPOK XpaHeHMs — 3 roa co AHA NOCTaBKM Ha
NpPOM3BOACTBO.

MaTepunan fonKeH 6biTb CEPTUOULMPOBAH A8 NPOM3BOACTBA
MeAMLMHCKUX U3AENNNA.

/ Warranty period of storage - 3 years from the date of delivery to
production.

The material must be certified for the manufacture of medical
devices.




000 «Y-Y MNNo»

CrpaHunua 4 us 4

CneuunduKkauma TpeboBaHMI NONb30BATE/S Ha Cbipbe U MATepUanbl URS

Mpunoxenue 1/ App 1

9700000000 MY |
T ‘ 2
:
3
KW 1000.00.00.6

KOPOBKA IR
e 96- # Hak dosamepa 0 ;u: 72
T s | Aol |
000 “4-Y o

9700000500 MY |
HITHHE
] ML Y i
| 8 [ —

L1 J H | 3

T & J |
KW 0050.00.00.Cb
KOPOBK, o

- 96- ‘i HOKO - _ ' 0 ng:r 72

2 > | =
000 ~4-Y fino~




