JEKJIAPAIIUA O COOTBETCTBHUU

|| TEKJIAPAHT, TIPUHUMAIOI U JEKJAPAHUIO O COOTBETCTBHU

1 AO "Canoghu Poccus"

3apezucmpuposano : Meacpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockee OI'PH 1027739079940 om
19.08.2002

Aodpec: 125009, &. Mockea, yn. Teepcxan, 0. 22. Tenehon:8 (495) 721-14-00

B nuye: Nenepanvuviii oupexmop Aoavan H. B.

Hosepennoe auyo.: Cmenanos C.C., dosepennocms 6/n om 01.12.2017

3ASABJAET, UTO
nexapemeennoe cpedcmeo.: Qoxyeun, Kancyav ¢ Moduduyupogannsim gviceodboncoenvem 0.4 me 10 wm.,

VRAKoGKY Auetikoeuie KoumypHbie (3), nauku kapmonuvie, PY Ne JIC-001633 om 01.04.2011 (dama sameist
10.08.2017) swidano AQ "Canou Poccua”, cepus 3180418, napmus 32106 ynarosox, 200en 60 31.03.2021,
npouseodcmea Canexa @apmacviomuraic a.c., Crosayxaa Pecnybnura, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohavec, Slovak Republic, xod OKIT/[2 21.20.10.174, koo TH B3 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneotic Ne 9085290522 om 09. 052018

COOTBETCTBYET TPEBOBAHUSIM
| JIC-001633-010411 usm. Ne [-7

| NEKJIAPAITUSI TIPUHSITA HA OCHOBAHUU
|\ npomoxon ucnvimanuit Ne 1302 0 om 15.05.2018 H/T 000 HIJ "DAPMOBOPOHA" ammecmam

axxpedumayuy POCC RU.0001.21 040, Cepmugpurxam POCC SK. OMO8.C21204 om 20.08.2018

JIATA HPHHHTHH JIEKJIAPAH,I/II/I 20.08.2018

Crenanos C.C.

é@% O.U.0

CBEJAEHHS O PETUCTPALIHN

| OPTAH IO CEPTUOUKALNNMU, 3APETHCTPUPOBABUIHI AEKJIAPAIIHIO

| RA.RU.11®MO8 OPTAH I10 CEPTH®HKAIIHH ITPOLYKIHH OFIIECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPYXKHOH HEHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, am. 3, nom. I, kom. I, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20poo Mockea, yr. Macmeprosa, 0. 4, am. 3., men.:(495)788-02-88, eed-
catim: oyxx.po.

JEKJIAPAIMSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC SK.@MO8. 710714

JATA PEI‘ HCTPAHHH 20.08.2018
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SANOFI

Canexa ®apmacsrotukanc a.c., Ciorankas Pecry6anxa
Hutpuancxka 100, 920 27 I'naroreiy

CEPTHOHNKAT AHAJTH3A

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

Cepus: 3180418
Harta n3rotonenns: 09/04/2018
T'oaen no: 31/03/2021

HJT JIC-001633-01041 |

HOKA3ATEJIb HOPMBLI PE3VJILTAT
Onucanue Teepasle wenaTHHOBLIE Kancynsl Ne 1, CootrercrByer
Kopriyc 1 Kpblllika: TeMHO-CHHHE,
npospaunble. CoaepikuMoe Kancysi: 6enple
WJIH TIpaKTHYeCcKH besble MUKponenaeTsl
IfogmHHOCTL
- Tamcynozun (B3HX) tR (obpazna) = (R (cranaapra) Honoxurenbnas
- Tameynosnx (Y- Rf (obpazua) = Rf (cTtannapra) TTonoxurensnas
CIIEKTPO(OTOMETPHSA )
Cpeanss Macca ConepuMore 0713194 mr o 371,2 Mr 3451 Mr
KAIcya v
OTKJIOHEHHE 0T cpeaHel Maccn® Esp. @apm. CooTtBercTByeT
Pacteopenne JeicTBY0IHETO
BENIeCTBA
- Uepes 1 uac He bonee 5 % Coorsercteyer
- Yepes 2 yaca Ot 50 % no 70 % CootserctByeT
- Yepes 5 uacos He menee 85% Cootsercrayer
HocTopounue npumecn BIXKX
- HeuspecTHble eqHHHYHBIE He 6onee 0,1 % ND
npUMecH
- CymMa nipumeceii He 6onee 0,5 % ND
MuxpobuoJorndeckan unerora | ' XIi, kareropus 3A Cootsercreyer
OIHOPOAHOCTH J03HPORAHHE NMT 15,0 5,5
KonnyecrseHnoe onpeaeienue
- TamcynosuHa ruapoxsopuaa B 1| Or 0,38 M1 1o 0,42 Mr 0,40 mMr
Karncyne

*- Hokazareas BBeAeH PUPMOH B COOTBETCTBMM ¢ TpeGOBaHMAMH, NPHHATEIME B PO k CTaHAPTH3ALIHH
JAHROH JICKAPCTRCHHOH (OPMBI ¥ MOXKET OTCYTCTBOBATD B cepTh(MKaTe aHatu3a dupmbl. KauecTso npenapata
110 3THM NOKA3aTeAM rapaHTupyercsa hypMok.

3AKJIOYEHHE: CooteetctByeT Tpe6oranmsM cieldyKauuH. 3AeCh 5 NOATBEPHKAAKD, YTO IPHBEASHHAS
BhILUE WHGOPMAUMA SBISETCS NpaBHIbHON M Touno#. [laHHas cepHs NPONYKTa NpOM3BEAeHa, BKAKOYAN
YIaKOBKY/MapKUPOBKY M KOHTPOJIb KadecTBa, Ha YKA3aHHOU Hibke MPOH3BOJCTBEHHON ILIOLIANKE B NOJHOM
cooTheTcTBNR TpeGopanuam GMP MecTHOrO PervcTpailMOHHOTO OpIaHa M 3a8PETMCTPUPOBAHHON HA phIHKE
CTPaHel-UMNOPTEpa CNEUM(BUKALME MIM HOPMATHBHOH JOKYMEHTALHMM HA MPOLYKT NS  HCCIEAyEMBIX
MCAHLKHCKHX [PenapatoB. 3alliCH NPOM3BOACTBEHHOTO NPOLECCA, YNAKOBKH H AHANIA3A TIPOBEPEHEI
NPH3HAHBI COOTBETCTRYIOILHMH TpeboBanuaM GMP.

Brimymen 03/05/2018 YnoiaHoMo4eHHOe o Farka

AQ «Canodu Poccuaz
Appec: 125008, Mockea, yn. Teepokas, 22. Ten.: {485) 721-1400. Pare: (495) 721-1411. www.sanofi.r
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Certificate of analysis

Product FOKUSIN ®
Product number 12004768 Batch LIMS HV 643154
Batch muamber 3180418 Released quantiy 32106 PACKS
Dosage strength 0.4 mg
Dosage form capsules
Packaging size 30 cps. Date of analysis 27.04.2018
Marufacrure date 09.04.2018 Specification L5-001633-010411
Expiry dare 31.03.2021 Marketing authorisution L8-001633
Importing country Russia No,
Test Limits Results
Appearance
Description hard gelatin capsule nr.1: complies
body and cap: dark blue
transparent ;
capsule content: white or
off-white micropeilets
ldentification
Tamsulosin - HPLC correspondence of retention positive
time
Tamsulosin - spectrally
Tamsulosin - UV correspondence of spectra positive
Average mass of | capsule 319.4mgto371.2 mg 3451 mg
Mass variation 18720 cps. NMT £ 7.5 %, complies
2/20 cps. NMT = 15 % from
determined average mass
Dissolution of active substance
after 1.hour NMT 5 % 0;0:0;0;0:0 %
after 2.hours 0% 1070 % 62:63:61,65;65:64 %
after S hours NLT 85 % 100;102;103;102:103;103 %

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

Assay of tamsulosin
hydrochloride in 1 cps.

NMT ¢.1 %
NMT 0.5 %

NMT 1 000 CFU/g
NMT 100 CFU/g
absence in 1 g

NMT 15.0

0.38 mg to 0.42 mg

NG
ND

0 CFU/g
0 Cril/g
negative

55

0.40 mg

Conformity with the specification.

Sanecz Pharmacewticals a.5. - Nirianske 100 - 820 27 Hichover - Slovensks republiha

Tel (+4211 33736 1111, Fax (+421) 33 730 0890 E-mar SBNeCEF SBNECR COM - www saneca com

IS0 45 823322 - 1C DPH SK2023589842 - Tatabanka & § - Lou 2020123416:1100

Cbetiodny fegeael Phaasoern wd. Trow s Guds Sz Viozke Ssk 05017
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Certificate of analysis
Product FOKUSIN ®
Product number 12004768 Batch LIMS HY 643154
Batch number 3180418 Released quantity 32106 PACKS
Dosage strength 0.4 mg
Dosage form capsules
Packaging size 30 cps. Daie of analvsis 27.04.2018
Manufacture date 09.04.2018 Specification L8-001633-010411
Expiry date 31.03.2021 Marketing authorisation LS-001633
Importing counrry Russia Ne.

Y hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality control at site fully operating in compliance with EU 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 to be in

compliance with GMP.

Release for sale

Manufacturing site: Quality confrol and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianskz 140

920 27 Hichovec, Slovak Republic 920 27 Hiohovec. Slovak Republic

Authorisation number : VL 055/13-2 Authorisation number : VI, 059/]13-2

GMP Certificate No : SK/009V/2017 GMP Centificate Na - SKAG09V/2017
Cr 1

Certified by QP: Farkasova Emilia | /a f Certified on: 03.05.2018

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 820 o7 Hiohovec - Skvensks repubiika
Tel (+427) 33 736 1111, Fax. {+421) 33 730 0890, E-ma. SANECA{lSANECE COM — WWAW.SANECE.COM
ICO 48 833323 - IC DPH SKI023595842 - Tatrabarka i s - & § 28201234161 100

Cractioddoy repie: Dhimtiene 5052 Tmave 086 Ba liodka S50 100G4T




