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APPLICATION INSTRUCTION
Ampoules of clear and brown glass for pharmaceutical use, volume -
1, 2,5,10. 20 ml

(item of medical device)

1. FUNCTION
This application instruction is applied to the medical device manufaci
Puyang Lumeng Glass Product Co., Limited, China - ampoules of clear an
glass for pharmaceutical use.
The ampoules are intended for using in the pharmaceutical industry for pa
transportation and storage of medicines.
The ampoules filled with medicines, can be hermetically sealed, whicl
storing medicines in a sterile condition.

2. BASIC SPECIFICATIONS
The ampoules are made of a borosilicate glass tube. They refer to the neut
ofthe  hydrolytic class.
Using the industrial method, the ampoules are marked with the identificati
in the amount of up to three units for the ampoule's body on its socket. The {
system of the ampoule opening is implemented, namely, the ring fracture
ampoules of syringe filling and point for the ampoules of vacuum filling
ensures stable and safe force at the opening of the ampoule.
The ampoules shall not feature chips, cracks, incisions, bubbles and caj
foreign inclusions, stria, stubborn glass dust, strongly marked matte stripes

on the outer and inner surfaces.
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The ampoules can be of clear or brown color.

Brands of glass:
Clear glass (all types) - HC-1
Brown glass (all types) - CHC-1.

The ampoules are made:
of syringe filling:
- type B (standard YBB YBB00332002/GB2637-1995);
- type B (standard 1SO 9187-1:2010, GOST R I1SO 10993);
- type C (standard 1SO 9187-1:2010, GOST R I1SO 10993 );
of vacuum filling:
- type B (standard YBB YBB00332002/GB2637-1995).
The ring fracture (or point fracture) which allows easily breaking the an
marked with the color above the center can feature the center line departure
more than £1.0 mm.
3. CONTI™-INDICATIONS
Not applicable.
4. PREPARATION FOR OPERATION
4.1. Unpack the shipping package, remove the corrugated boxes.
4.2. Place the corrugated boxes on the shelves of the warehouse. (Pay attention
the location of the transport manipulative characters.)
4.3. Transport using the trolley to the point of use.
4.4. Before use, remove the box with ampoules of the corrugated boxes, if
necessary, to shift the ampoules in the metal plate holders for subsequent clean
and sterilization.
4.5. Washing and sterilizing of the ampoules are made according to the standar
operation procedures approved by the manufacturer of medicines.
4.5. Follow the safety requirements when working with glassware.
5. ORDER OF OPERATION
5.1. The ampoules are filled with medicine solution, and then they are sealed.
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5.2. The sealed ampoules are subjected to standard operation procedures appl
by the manufacturer of medicines.

6. RULES OF STORAGE AND USAGE

6.1. The ampoules in the boxes should be stored in the well-ventilated areas a
temperature not exceeding 30° C and not less than minus 60° C. Any chemica
contact is not allowed.

6.2. The storage warranty period is 5 years from the date of manufacture.

6.3. The recycling and/or processing are carried out by the consumer under th
contracts with the specialized organizations having a license. The ampoules al
epidemiologically-hazardous waste. The ampoules which are to be disposed c
collected both into the disposable packages and in reusable containers as the
household waste. The ampoules can be subjected to the thermal treatment or t

to the special municipal solid waste landfills.
7. AUTHORIZED REPRESENTATIVE OF MANUFACTURER:

LLC “Aizen Tur”, room 602, Vavilova st. 69/75, 117997 Moscow
e-mail i.makarov@Ishl.ru. phone/fax +7-495-987-18-26
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/MepeBoj ¢ aHTNIACKOTO A3bIKa Ha pyccT

f «YTBEPXX
«YTBEPXIEHO» eHepanbHbIN AupekTop 000«AA3eHT}
KomnaHus ¢ orpaH14YeHHo N.A Maka!
OTBETCTBEHHOCTLIO [1ysAH JTymM3aH 20

I"nacc MNpogakTt Ko., Jlnmutes
["eHepa/IbHbIA AUPEKTOP
/Mognuce Y>kao Li3sHb/
/MevaTb: MNysaH JlymaH [Tnacc
MpopakT Ko.,
Nnmntea*4109260004743/

NMHCTPYKLINA
Nno NPUMEHEHUIO
AMMNYNbl CTEKNSAHHbIE U3 6eCLUBETHOIO0 M KOPUYHEBOIO CTeKNa AN
(hapmaLeBTMYECKON NPOMbILL/IEHHOCTU
obbemom 1, 2, 5,10, 20 mn

(HaMmeHoBaHMe MeLMLUNHCKOro u3genns)

1. HASBHAYEHUWE
HacToswas MHCTPYKUMSA MO MPUYMEHEHMIO PacrnpoCTpaHAaeTCcAa Ha MeauLy,
nsnenve npounssogctea Puyang Lumeng Glass Product Co., Limited, China
Nlyman Tnacc TpogakT Ko. Jiumuten Kutail) - amnynbl  CTEKNISHH]
6ecLBETHOIO 1 KOPUYHEBOIO CTEKNA A4/1 (PapMaLleBTUYECKOW NMPOMBbILLIEHHOE
AMNynbl  NpefgHasHavyeHbl 478 WUCMOMb30BaHMSA B (papmaueBTLL
MPOMbILLIEHHOCTN 418 (DACOBKW, TPAHCMOPTUPOBaHUA U XPaHEeHUS NIeKapCTB
CpeAcTs
AMNYy/bl, HAaNO/HEHHbIE IEKAPCTBEHHbLIMW CpeACTBaMM, TepMETUYHO 3anavB
YTO MO3BOJIAET XPaHUTb MEAVLMHCKWE npenapaTbl B CTEPUIbHOM COCTOSHUN.
2. OCHOBHbIE TEXHNYECKUVE XAPAKTEPUCTUKN
AMMNy/bl U3roToB/MEHbI 13 OOPOCUIMKATHOM CTeKNAHHOW Tpyoku. OTHOC,
HeNTpasibHOMY CTeK/y 1-ro rmgponmnTMYecKoro Knacca.
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MPOMBbILLNEHHBIM CMOCOG0OM Ha ammny bl HAHOCATCA UAEHTUDNKALNOHHbIE KO:
B KO/IMYECTBE A0 TPEX eAUHULL Ha Teflo aMny/bl UK Ha ee pacTpy6. Peannsy
00LLENPUHATAA CMCTEMA BCKPbITUA ammy/ibl, a UMEHHO, KO/bLO pa3noma, Ans a
LUMPULIEBOrO HaMoMHEHUS, 1 TOYKA Haa/oMa, ANs aMmny/ BaKyyMHOIO HarosiH(
YTO rapaHTUpPYeT CTabWbHOE 1 6e30MacHoe yCuMe NPy BCKPbITUM aMny bl
Ha amnynax He [0MyCKatOTCA CKOfbl, TPELUMHBI, MOCEUYKN, My3blpy U Kanwunl
MHOPOAHblE  BK/IOYEHWS, CBWMb, HEOTMbIBaeMasi CTEK/NSHHAs  Mblb,
BbIpaXXeHHbIE MaTOBble MOMOCbI W 3arpsi3HEHNS HA HAPYXXHON W BHyTpe
MOBEPXHOCTSIX.

AMNy”bl MOTYT 6bITb GECLIBETHBIMI U KOPUYHEBOTO LiBETA.

Mapku cTekna:
BecugeTHoe cTekno (Bce Tunbl) - HC-1

KopunyHesoe (Bce Tunbl) - CHC-1.

AMNy bl N3roTaB/IMBAOTCA:
LUNPULEBOr0 Hamno/IHEHUS:
- T1n B (ctaHgapT YBB YBB00332002/GB2637-1995);
- Tvn B (cTtaHgapt MCO 9187-1:2010, TOCT P NCO 10993);
- T1n C (ctaHgapt MCO 9187-1: 2010, FTOCT P NCO 10993 );
BaKyyMHOIO HarosIHeHUS:
- Tvn B (cTtaHgapT YBB YBB00332002/GB2637-1995).
Konbuo pasnoma (MM TOYKa pasnioma), No3BOMAKOLLee JIerKO C/oMatb am
0603HayYeHHOE LBETOM BbILLE LIEHTPA, MOXET MMETb OTK/IOHEeHWe OT LeHTpa!
NNHUKN He 60nee £1,0 MM,
3. MPOTMBOMNOKA3AHNA K MPUMEHEHNIO
He npymeHUMO
4. NOAIrOTOBKA K PABOTE N3OENNA
4.1. PacnakoBaTb TpPaHCMOPTHYHO YMNaKoBKY, BbIHYTb FO(hpoKopooba.
4.2. PasmeCcTUTb ropokopoba Ha CTenniaxax CKNafgckoro nomeLleHuns (obparr
BHVMMaHWe Ha pacnosnoXeHre MaHUNYNALMOHHBLIX TPAHCMOPTUPOBOYHbIX 3HaKe
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4.3. K MeCTy 1UCnosib30BaHWSA TPAHCMOPTMPOBATL Ha TeNeXXKe TPaHCMOPTHOMN.
4.4, Tepep NPUMEHEHNEM BbIHYTb KOPOOKM C amnynamu 13 roppokopoba, np
HeoBX0AMMOCTM NEPENOXNTb aMny/ibl B KaCCETbl MeTa/IMYecKme A1
nocnefytoLLein MOKA 1 CTepUIN3aLnn.

4.5. Molika 1 cTepuimsaims amnys OCyLLEeCTBAAKOTCA COrlacHO CTaH4apTHbI?
orepalnoHHbIM npouesypam, YyTBepXXAeHHbIM Ha 3aBOe-U3roToBumTeNe
NeKapCTBEHHbIX CPEACTB.

4.5. Cobntogatb TpeboBaHUsi 6e30MacHOCTM NpKU paboTe C U3AeNUAMUN U3 CTEK
5 NMOPAAOK PABOTbI N3OENNA

5.1. AMnNynbl HAMONHAKT PacTBOPaMU NEKaPCTBEHHbLIX NPENapaToB, NOC/E Ye
3anavBeatorT.

5.2. 3anasHHble amny/bl MOABEPrarTCA CTaHAAPTHLIM OMNepaLioHHbIM
npouesypam, YTBepXXAeHHbIM N3roTOBUTENEM NIEKAPCTBEHHbIX NMpPenapaTos.
6. MPABUNJIA XPAHEHWA N NCIMOJIb3SOBAHIA

6.1. AMMy/ibl B KOPOOKAX AO/MKHbI XPAHUTLCA B XOPOLUO BEHTUIMPYEMbIX
nomeLLeHusAX, Npu Temnepatype He 6onee 30°C n He MeHee MUHYC 60"C. JTro(
XMMUYECKMEe KOHTaKTbl He [OMYyCKatoTCs.

6.2. apaHTUIHbBIA CPOK XpaHeHNa 5 neT ¢ AaTtbl U3roTOB/IEHUS.

6.3. YTunmsaumus n/unm nepepaboTka OCyLLeCTBSETCA NOTpeduTenem no
[0roBopam co CreLmanm3vpoBaHHbIMK OpraHu3auLmsaMmn, UMerLLMMU
COOTBETCTBYHOLLYHO /IMLEH3NI0. AMMY/Ibl OTHOCATCA K 3MUAEMUOIOrMYeCKH
6e3onacHbIM 0TXo4aM. AMMy/bl, NOA/eXalme yTuansawumm, MoryT coomparb
B OfIHOPa30Bble MaKeTbl, TaK U B MHOIOPa3oBble eMKOCTU, Kak 00blYHbIe ObITO
0TX0fbl. AMMY/Ibl MOTYT ObITb MOABEPTHYTbI TEPMUYECKOMY 00€3BpeXXMBaHN]

BbIBE3eHbl Ha CreLnabHble MOUIoHbI TBEPAbIX ObITOBbIX OTXOA0B.
7. YTMOJTHOMOYEHHbIN NPEACTABUTE/b NMPOV3BOANTESS

OO0 «Ai#3eH Typ» , 117997, r. MockBa, yn. Basunosa, g. 69/75, odmc 60z
e-mail i.makarov@Ishl.ru. Ten/dakc +7-495-987-18-26

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



«YTBEPXKAEHO»

KomMnaHusa ¢ orpaHMYeHHON OTBETCTBEHHOCTLIO IMysH JTlymaH Inacc MpogakT Ko.,
Numuntep

["eHepanbHbI AnpekTop /Mognuce Y>kao Li3dHb/

/MevaTb: MysH TlymaH nacc MpopgakT Ko., inmuten*4109260004743/

MepeBoAUMK Lj/V KoHoBanos Cepreil ['eoprmesto
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"opog Mocksa.
[BafuaToro MmapTa ABe TbiCAYM NATHAALATOrO roja.
A, Munesckuniti Bnagncnae MeHHaaneBny, HoTapuyc ropoga MoCKBbI, CBUAETE/TLCTBYHO

MOA/IMHHOCTbL NOANWCK, CAENaHHOW nepeBoaUKOM KoHoBanoBbiM Cepreem MeoprmeBnyem B MOEM

NPUCYTCTBUN.
JINYHOCTbL ero yctaHOB/eHa.
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