AEKJIAPAIISI O COOTBETCTBHMU

AEKJIAPAHT, HIPHHHMAIOIIHI TEKJIAPAITAIO O COOTBEYCTBHI

AOQ "Canogpu Poccus"

Ceedenus o pezucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus Deoeparvroii HARO2060U Ciycoor No 46 no
2. Mockee 01.01.2008, OT'PH 1027739079940, dama npuceoenus O PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckasn, 9. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvoiii dupexmop Mowic O.A.

Hosepennoe nuyo: Knoxosa F0.C., dosepennocms 6/n om 01.12.2017

JAABJSIET, UTO

Aexapemeennoe cpedcmeo: PoKyCUt, Kancynvl ¢ MoOUGUYupoeannyim eviceobosicdenuen 0.4 mz 10 wum.,
ynaxoexu auetixosure konmypHuie (3), nauxu xapmonuvie, PY No JIC-001633 om 01.04.20]] (oama zamein:
13.04.2018) emoano AQ "Canogu Poccus”, cepun 3390718, napmus 31976 ynarvoeor, 2009en 0o 30.06.2021,
npouseodcmea Canexa Papuacviomuxaic a.c., Crosayxas Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKITI? 21.20.10.1 74, o0 TH B3] 3004900002,
xoumpaxm Ne 250/40056192/F-2 om 20,10.2010, ungosic No 9085309655 om 17.10.2018

COOTBETCTBYET TPEEOBAHU SIM
| JIC-001633-010411 uzm. Ne 1-9
| JEKJAPAITHS IIPHHATA HA OCHOBAHUA
| mpomoxon ucnvumanui Ne 3061 0 om 23.10.2018 HJI OO0 HIJ "®APMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC SK,DPMUS.C25749 om 23.1 0.2018
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CBEJAEHHSA O PETUCTPAIIA

OPTAH 110 CEPTHO®HAKAIINH, 3APECUCTPHPOBABII A JAEKJIAPAITHIO

RA.RU 119M0O8 OPT4H 1O CEPTHOHKALHY HPOAVKI[HH OFINECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJIT KAYECTEA "

adpec opzanuzayuu: 115280, 2. Mocxea, yn, Macmeproea, 8. 4, sm. 5, nom. I, xom. 1, adpec op2ana no
cepmugpurayuu: 115280, POCCHA, 20p0d Mockea, ya. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, get-
catim: oyxr.pe.
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Canexa ®apmacerotukainc a.c., Crosaikas Pecriybnuka

Hntpnancka 100, 920 27 I'aarosen

CEPTHOHUKAT AHAJTTH3A

POKYCHH (FOKUSIN ®), kancysasi 0,4 mr Ne 30

Cepus: 3390718
Jara wzrotropnenus: 17/07/2018
T'oaeH no: 30/06/2021

HJ1JIC-001633-010411

- Yepes 2 vaca
- Yepes 5 vyacor

Or 50 % mo 70 %
He menee 85%

NMOKA3ATEJIb HOPMBI PE3YJBTAT
Onucanne Teepable xenaTHHOBLIE KATicynbl Ne CooTBeTCTBYET
1. Kopriyc ¥ KpbllUKa: TeMHO-CHHIE,
npospausbie. CoaepxKUMOE Kancy:
fenble UK NpakTHYecku Oesple
MHKPORNEJIeThE
HoanarHocTs
- Tamecynozun (BOXX) tR (o6pasua) = tR (cranmapra) HNonoxkutensran
- Tamcynosun (Y®-cnexrpooromerprs) | Rf (o6pasua) = Rf (cranaapra) HonoxwurensHasn
Cpennss Macca COaepKMMOro Kamncyn u O1319,4 mr no 371,2 mr 3424 mr
OTKJIOHEHHE OT cpefiHer Macehl™® Epp. Gapwm. Cootsercreyer
PacTBopenne feficTBYiOIETO BeNlECTRA
- Yepes 1 vac He Gonee 5 % 0;0;1;0;2;2%

58,62,63,61,64,68%
102;104,103;102;103;102%

Tocroponnne npamecn BOAKX

Kafncynae

- HeuspecTHbie eAHHRUHLIC ITPUMECH He Honee 0,1 % <0.05%
- CymMa nipumeceii He 6oaee 0,5 % <0.05%
MukpodHe 0rHyecKas IHCTOT

I'® X1, xareropusa 3A

Obinee yucno adpoCHBIX OakTepuit He 6onee 1000 KOE/r 0 KOE/r
O06mee yucno rpubor He 6onee 100 KOE/r 0 KOE/r
Orcyrereue Escherichia coli orcyrctBue B 1 r OTCYTCTBYET
ONHOPOIHOCTD A3 HPOBAHNS NMT 15,0 5,9
KoanuecTBeHHOE Onpene/IeHie

- TAMCY/IO3MHa I'RApoxIopUaa B 1 Or 0,38 mr ao 0,42 Mr 0,40 mr

*- TNoxazatens BBe/ieH GUPMON B COOTBETCTBHH ¢ TPeOOBAHMAMH, TIPHHATHIMA B PO K CTaHIapTH3aLMK
AAHHOH JleKapeTBeHHoi (OpMBI H MOXET OTCYTCTBOBATH B cepTH(UKaTe aHanusa pupmel. Kauectso npenapara
110 3THM TOKazaTenaM rapanTupyeres (GupMoi.

3AKJHOYEHHE: CooteeTcTByeT TpeOOBAHHAM cTIeLIM(UKALNH. 3HECE 5 IOATBEPKAAD, YTO MPUBEAEHHAS
Bbille MH(OPMALHA ABNSETCA NPaBRAILHOR M TOYHOH. JlaHHas cepus NPOAYKTa NPOM3BENEHA, BKNKOYas
YNAKOBKY/MAPKHPOBKY M KOHTPOJIb KayecTBa, Ha YKA3aHHOH HWKE TIPOM3BOJACTBEHHON MUIOLIAAKE B NOAHOM
cooTBeTcTBHA TpeboBaHuaM GMP MECTHOTO PerHCTPALMOHHOrO OPraHa M 3aperdCTPUPOBAHHOM HA phIHKE
CTPaHBI-BMIIOpTEpa clelpUKalyH MM HOPMATHBHOH JOKYMCHTAUMM Ha INPOAYKT IS MCCAEHYyEMbIX
MEAHUMHCKHX NPENaparos. 3anucK IIPOU3BOACTBEHHOTO TIpOLEcca, YIIAKOBKH H aHATH32 TPOBEPEHB! ¥ TIPH3HAHbI

coOTBeTCTBYIOIMMH TpedoBanuam GMP.

Bemymen 12/10/2018

YnosHomoueHHoe IHIO: Farkasova Emilia

AQ «CaHou Poccurs

Aapec: 125009, Mockea, ya. Teepexkas, 22. Ter (495) 721-1400. ®axc: (495) 721-1411. www.sanofi.ru
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Product FOKUSIN®
Product munber 12004768 Baich LIMS HY 647151
Bateh nrumber 3390718 Released quaniiry 31976 PACKS
Dosage strength 0.4 mg
Dasage form capsules
Packaging size 30 ¢eps. Date of analysis 14.08.2018
Manufucture date 17.07.2018 Specification L5-003633-010411
Expiry date 30.06.202t Marketing authorisation LS-001633
tmporiing country Russia No.
Test Limits Results
Appearance
Description hard gelatin capsule nr. | complies
body and cap: dark blue
transparent ;
capsule content: white or
off-white micropellets
ldentification
Tamsulosin - HPLC correspondence of retention positive
time
Tamsulosin - spectrally
Tamsulosin - UV correspondence of spectra positive
Average mass of | capsule 3194 mgto 371.2 mg 3424 mg
Mass variation 18720 cps. NMT = 7.5 %, complies
2/20 cps. NMT £ 15 % from
determined average mass
Dissolution of active substance
after Lhour NMT 5% 0:0:1:0:2:2 %
after 2.houts S0 % to 70 % 58:62;63,61:64:68 %
after 5.hours NLT 85 % 102:104:103;102;103;102 %

Purity HPLC
Unknown impurities each
Sum of all impurities
Microebiological purity
- GF X1, category 3A
Total aerobic bacteria
Total Fungi
Absence of Escherichia coli
Uniformity of dosage units -
content uniformity
Acceptability value - AV
Assay HPLC

Assay of tamsulosin
hydrochloride in 1 cps.

NMT 0.1 %
NMT 0.5 %

NMT 1000 CFU/g
NMT 100 CFuU/g
absencein | g

NMT 15.0

0.38mgto 0.42 mg

<0.05 %
<0.05 %

0 CFU/g
0 CFli/g
negative

59

0.40 mg

Conformity with the specification.

Sanece Pharmaceuticals a.s. - Ninanska 100 - $20 27 Hichoves - Slovenska repobhka

Tet {(+421}33 736 111). Fax (4421 33 730 0880, Emat szrhecs@s2neca COM - www SANBCE COM
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Certificate of analysis

Product FOKUSIN &

Product number 12004768 Barch LiMS H 647191

Baich number 3390718 Releaved quuntity 31976 PACKS
Dasage strength 0.4 mg

Dosage form capsules

Pachaging size 30 cps. Date of analysis 14.08.2018
Manufacture date 17.07.2018 Specification L8-001633-010411
Expiry date 30.06.2021 Marketing authorisarion LS-001633
Imparting couniry Russia No.

I hereby confirm that the above information is authentic and accurate. This baich of product has been manufactured including packaging
and quality control at site fully operating in compliance with EL GMP requirements. the local Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found 1o be in
compliance with GMP.

Release for sale

Manufacturing site: Quality control and release site:
Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovee, Slovak Republic 920 27 Hiohovec, Slovak Republic
Authorisation number ; VL 039/13-2 Authorisation number : VL 059/13-2
GMP Certificate No : SK/A09V/2017 GMP Certificate No : SK/009V/2017
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Certified by QP: Farkasova Emilia !:’ . Certified on: 12.10.2018

Saneca Pharmaceulicals a.s. - Nananska 100 020 27 Hionover . Siovenska republika
Vel {+421;33 730 V1% Fax (4221) 33 730 0800 £ .man: SENECATLSANECA COM - Www Sanece com
IGO0 46 833 323 - 1 DPH SKJ
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