JEKJAPAIIASI O COOTBETCTBUH

AEKJAPAHT, TIPHUHUMAIOUIMI TEKJIAPAITHIO O COOTBETCTBHUHA

AO "Canoghu Poccus"

3apezucmpuposano : Medcpaiionnan uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 102 7739079940 om
19.08.2002

Aodpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Teneghou:8 (495) 721-14-00

B nuye: I'enepanvherii dupexmop Adamsn H.B.

Hosepennoe nuyo: Knoxoea 1O.C., dosepennocmp 6/n om 01.12.2017

3AABJISET, UTO

nexapcmeennoe cpedcmeo. Snsanpocm-P pacmeop Ons uHmpaamMHuansHozo éeedenus 5 me/mn 1 M, amnynsl (3),
Ynaxoexu Konmyprvie nnacmukogele (noddonet) (1), nauxu kapmonunste, ons cmayuonapa, PY Ne IT NO14872/01 om
13.10.2008 (0ama 3amene: 29.11.2017) evidano XHHOHH 3asod Dapmayesmuuecrxux u Xumuueckux npodykmos 340,
cepus 7CJO5B, napmus 8987 ynaxosok, zoden do 01.09.2020, npouseoocmea Papmamazucm JImd., Benzpus,
Pharmamagist Ltd., Patakhegyi ut 83-85., Budapest, 1028, Hungary, / XHHOHH 3as0d ®apmayeemuyeckix u
Xumueckux npodykmoe 340, Benzpus, CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd., 3510 Miskolc,
Csanyikvolgy, Hungary, koo OKITJ2 21.20.10.172, ko) TH B3I 3004390009, konmparm Ne 250/40056192/F-2 om
20.10.2010, unsoiic Ne 9085288761 om 20.04.2018

COOTBETCTBYET TPEBOBAHUSIM

TIN014872/01-131008 (HI 42-397-08 uzm. Ne 1-2)

AEKJIAPAIIUS ITPUHSITA HA OCHOBAHUH

npomoxon ucneimanui Ne 1115 0 om 26.04.2018 HJI OO0 HI] "®APMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 DJI40, Cepmugpuxam POCC HU. OMO8.C12615 om 26. 04.2018

"A TIPHHSITHS MEKJIAPAITHH 26.04.2018
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CBEJIEHMS O PETUCTPALIMA

OPT'AH IIO CEPTU®UKAIIHH, 3APETUCTPHPOBABIL MIi JEKJIAPAITUIO

RA.RU.11®MO8 OPIAH I10 CEPTH®HKALIHH ITPOIYKLIHH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJII KAYECTBA i

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, se6-
caiim: oyxkx.pa.
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SANOFI

XMHOWH 3aBon @apmaneBTHyecKux U
Xumuueckux [Ipoaykros 3A0, Benrpus
3510, Miskolc, Csanyikvolgy, Hungary

InzanpocT®-D, pacTBOp A HHTPAAMHHAIBLHOIO BBeEHHs 5 MI/M

CEPTU®UKAT AHAJIU3A

ammyJbi 1 mi -5- N1

Cepus: 7CJOSB
IIpoussenen: 19/09/2017
I'onen no: 09/2020
HJIIT NO14872/01-131008
INIOKA3ATEJIN HOPMBI PE3YJIbTATHBI
Onucanue [Ipo3paunas or GecuBeTHOH 10 clerka 3eJIeHOBATO-XKENTOro LBeTa CootBeTcTBYT
HKHUAKOCTb.
[ToanuHHOCTE Rt(obpa3ua)=Rt(ctannapra) CooTBeTcTBYT
[Mosnsercs proneroBo-kpacHoe OKpaLIMBaHHe, H3MeHsowWeecs 10 | CoOTBETCTBYT
KpacHOBATO-KeNTOro co ¢/1aboi 3eneHoil GuoopecieHumei.
[pospaunocTs I1penapar nomiceH ObITh TPO3PaYHBIM 110 CPABHEHHIO C BOJIOH. CooTeeTcTRyT
LIBeTHOCTD [Ipenapar nomaen ObiThb GeCLBETHBIM WM €r0 OKpacka JOJDKHA CooTBeTCTBYT
ObITh He 6oJlee HHTEHCHBHOM, YeM OKpacKa STaIOHHOTO PacTBOpa
usetHocTH GY7.
pH Or6,5107,5 6,9
Mexanuueckue JomKHBI OTCYTCTBOBATH IPH BU3YaJIbHOM KOHTpOJIE. CooTeercTyT
BKJIIOYEHHU S * *: - yacTHLl pasmepoM > 10mk
-BKJTIOYEHHS, BHIHMBIE N0JKHO ObITh He Gonee 6000/ ammnyne 5
HEBOOPYKEHHBIM I71a3oM | ~MACTHIL pasMepoM = 25MKM A01kHO GbiTh He Gonee 600/ amnyne 1
[TocToponHue 15-3nu-auHonpoct — He Gonee 1,5 %; <0.1%
NpHMecH 3,6-TpaHc-auHompoct — He Gonee 3,0 %; 1,3%
(4-xapbokcubyThn)-audennn-pochunokeua —He Gonee 0,1%; <0.1%
CYMMa HeHIeHTHQUUHPOBaHHbIX NpuMeceii — He Gosee 1,0%. 0.1%
H3BnekaeMblii 06beM He menee 1,0 ma. 1,10 - 1,13 mn
BakrepuanbsHbie He 6onee 70 ED/mn. < 1,0 ED/mn.
9HJOTOKCHHBI
CTepHuibHOCTD [Ipenapat nomkeH ObITh CTEPHITLHBIM. CootsercTByT
KonuuecrsenHoe Ot 4,5 no 5,5 Mr/mMn aMHOMpOCTA. 5,0 mr/mn
onpeiesieHHe

* — 1oKasarelnb BBEJIEH B COOTBETCTBUH C TPeGOBaHUSMH, (PHPMA FrapaHTHPYET Ka4ecTBO npemnapara
Mo JaHHOMY IOKa3aTeJIto. Y KazaHHas Cepusi MPOM3BEICHA B COOTBETCTBHH C IEHCTBYIONMMH
TpeGOBAHMAMH PETHCTPALIMOHHOTO JIOChE H NPABHIIAMH HaJylexKalleil MPaKTHKN IPOH3BOCTEA

JekapcTBeHHBIX cpeacTB (GMP). Kakue-11060 3HauMMBble HIH KPUTHYECKHE OTKJIOHEHHS OT

perinamMeHTHPOBAHHBIX IAPAMETPOB HE 3aPETHCTPHPOBAHBI.

Pewrenue: Bemyimnen

06/03/2018

YnonunoMmoueHHoe iauno; Dr. Mezeine Fekete Aniko

Crpanuua | u3 |

AO «Canodu Pocensy

Aapec: 125009, Mockea, ya. Teepekas, 22. Ten.: (495) 721-1400. dake: (495) 721-1411. www.sanofi.ru




Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvolgy site

Csanyikvolgy, P.0O.B 565 - 3510 Miskolg,

Phone: +3646/804-000

Hungary

Registered Office: 1045 Budapest, Té utca 1-5. Hungary

Mail: 1325 Budapest, P.0.Box: 110

Phone: 361/505-0000 / Fax: 361/505-0005

Product ENZAPROST F 5mg/lml injection 5xlml
Item code 15844 GMID code 230265
Import. country Orosz/Russia
Batch number 7CJO5B
Manufacturing date: 19-SEP-2017 Expiry date SEP-2020
Potency 5mg/1ml Dinoprost
Dosage form injecticn
Pack.size, type S5x1lml amp. Specification ME160271/02
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Vizsgalatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Leiras /Appearence

Kiveheto toltettérfogat/

Extractable volume

Szintelen,vagy enyhén zdldessarga
folyadek/ Colourless or slightly
greenish vellow solution

Legalabb 1.00 ml /
Not less than 1.060 ml

Megfelel/Complies

1.10-1.13 ml

Oldat szine / Szintelen vagy <= GY1/ Megfelel/Complies
Colour of the solution Colourless or <= GY7
Oldat tisztasag/ Az oldat tiszta és uledékmentes Megfelel/Complies
Clarity of solution legyen/The solution should be clear,
and sediment free
pH S5 IEITRS 6.9
Azonossag/Identification
HPLC mbdszerrel / by HPLC ‘Minta oldat Rt~/= Megfelel /Complies
Referencia oldat Rt{+/~3%)/
Rt of sample solution ~/=
Rt of reference solution (+/- 3%)
szinreakciéval / by colour reaction Vortsessarga szinezdédés és enyhe 28l1d Megfelel/Complies
floureszcencia/ Reddish-yellow
celoration with slight green
flucrescense
rap_coa_resultats v5 Lap/Page 1 / 3




Certificate of Analysis

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.

- a Sanofi company
Csanyikvolgy site

Csanyikvélgy, P.0O.B 565 - 3510 Miskolc,

Phone: +3646/804-000

Hungary

Registered Office: 1045 RBRudapest, TS utca 1-5. Hungary

Mail: 1325 Budapest, P.0,Box: 110

Phone: 361/505-0000 / Fax: 361/505-0005

SANOFI

Product : ENZAPROST F 5mg/lml injection 5x1ml
Item code : 15844 GMID code 230265
Import. country Orosz/Russia
Batch number : 7CJ05B
Manufacturing date: 19-SEP-2017 Expiry date SEP-2020
Potency : 5mg/1lml Dinoprost
Dosage form injection
Pack.size, type 5x1lml amp. Specification ME160271/02
5 4 Y N
Vizsgélatok/TESTS Kovetelmények/SPECIFICATIONS Eredmények/RESULTS

Tisztasdgi vizsgélat HPLC-mddszerrel/
Purity test by HPLC

15-epi-Dinoprost

5.6~-trans-Dinoprost
({d-carboxy-butyl)-diphenyl-phosphine-
oxide

Egyéb szennyeztk Osszesen/

Sum of other impurities

Dinoprost hatdanyagtartalom HPLC
moédszerrel /Assay of dinoprost by HPLC

Sterilitas / Sterility

Bakteri&lis endotoxin/

Bacterial endotoxins

Részecskeszennyezés
(Részleges szennyezettseéq:)
/Particular contamination:
d >= 10um

d >= 25um

Tas
1l
(5% 3
i = B 6]
I A

o0

5.0 mg/ml +/- 10 %

Steril legyen / It should be

sterile

<=70 I0/ml

<=6000 db/amp / pcs/amp
<=600 db/amp / pecs/amp

<0.1 %

1.3 &

<0.1 %

5.0 mg/ml

STERIL / STERILE

<1.0 IU/ml

5 db/amp
1 db/amp

I hereby certify that all the manufacturing stages of this batch of finished

product have been carried out in full compliance with the GMP requirements of the EU and with the requirements of

the Marketing Authorisation (S5)
of the destination country/countries.

Az eredmények megfelelnek az ME160271/01 specifikacié kovetelményeinek. / The results meet the requirements of

specification ME160271/01.
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Certificate of Analysis

SANOFI

CHINOIN Pharmaceutical and Chemical Works Private Co. Ltd.
- & Sanofi company

Csanyikvolgy site

Csanyikvolgy, P.0.B 565 - 3510 Miskolc, Hungary

Phone: +3646/804-000

Registered Office: 1045 Budapest, Té uteca 1-5. Hungary
Mail: 1325 Budapest, P.C.Box: 110

Phone: 361/505-0000 / Fax: 361/505-0005

Product : ENZAPROST F 5mg/lml injection 5x1ml

Item code : 15844 GMID code : 230265
Import. country : Orosz/Russia

Batch number : 7CJ05B

Manufacturing date: 19-SEP-2017 Expiry date : SEP-2020
Potency : 5mg/iml Dinoprost

Dosage form : injection

Pack.size, type 5x1ml amp. Specification : ME160271/02
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Megjegyzés / Comment
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QA decision
Decision : FELSZABADITVA / RELEASED
Date : 06-MAR-2018 16:17
Qualified person : dr. Mezeiné Fekete Aniké

This Certificate of Analysis has been electronically signed from a validated LIMS,
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