AEKJIAPAIISA O COOTBETCTBHM

AEKJIAPAHT, MPHHUMAOII WM JEKJIAPATTHIO O COOTBETCTBUH

AO "Canoghu Poccusn" ,

Ceedenun o pezucmpayuu opeanusayuy: Mexcpaiionnan uncnexyus Gedepanvroti Hanoz0801 caysicbst Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npucsoenus OF'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepcran, 0. 22. Tenegon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepaneruii dupexmop Monoic O.A.

Hosepennoe nuyo: Knowxosa 10.C., dosepennocnw 6/n om 01.12.2017

SAABJAET, UTO
nexapcmeennoe cpedcmeo. Doxycun, xancynvl ¢ moduduyupoeannvim eviceobooicdenen 0.4 mz 10 wm.,

ynaxoexu Auetikogsie konmypHuvie (3), nauxu xapmounnvie, PY No JIC-001633 om 01.04.2011 (@ama samens
13.04.2018) evidano AO "Canogpu Poccus", cepus 3470918, napmun 31405 ynaxosox, z0dexn do 31.08.2021,
npouseodcmea Canexa Papmacviomuranc a.c., Croeayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, kod OKIT2 21.20.10.174, x0d TH B2 3004900002,

xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085309657 om 17.10.2018

| COOTBETCTBYET TPEEOBAHUAM
| JIC-001633-010411 uam. Ne -9

AEKTAPATTHA PUHATA HA OCHOBAHUHA
npomoxon ucnvimanuil Ne 3066 0 om 23.10.2018 HJI 000 HL] "®APMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJI40, Cepmugpuxam POCC SK. OMO8.C25742 om 23.10.2018
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CBEJAEHMS O PETACTPAIIIHA

OPI'AH 110 CEPTH®HMKAIIHH, 3APETHCTPRPOBABIN M NEKJIAPAITHIO

RA.RU. LI ®MO8 OFIAH ITO CEPTHOHKAILIHH IPONYKIHH OFLECTBO C Ol PAHHYEHHOMIH
OIBETCIBEHHOCTEIO "OKPVIKHOH JEHTP KOHTPOJIS KAYECTEA",

adpec opzanusayuu. 115280, 2. Mockea, ya. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxcayuu. 115280, POCCHA, z0pod Mocxea, yr. Macmepxoea, . 4, am. 5., men. :(495)788-02-88, aeb-
caiim: oyrx.pp.

| MEKJAPAITHST O COOTBETCTBUM 3APETHCTPHPOBAHA M POCC RU JI-SK.OMO8.A.04931/18
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SANOFI

Canexa PapmacbroTukaic a.c., Cnosaukag PeciiyGianka

Hurpuancka 100, 920 27 T'narosen

CEPTHO®UKAT AHAJIN3A

O®OKYCHH (FOKUSIN ®), xancyani 0,4 mr Ne 30

Cepwus: 3470918
Jara warorosnenus: 11/09/2018
I"'ogen no: 31/08/2021

HI JIC-001633-010411

- Hepes 5 nwacos

He Menee 85%

TOKA3ATEJIb HOPMBI PE3YJILTAT
Onncanne Trepasie xKenaTHHOBbIE CooTBeTCTBYET
kancyssl Ne 1. Kopnyc
KpbILIKA: TEMHO-CHHHE,
npospayHele. Coneprrumoe
Kancyi: Oenple Wik
npaxtavecky Genble
MHKPOIE/UIETHI
HopsmanocTn
- Tameynozus (B3XX) R (obpasua) = tR (cranpapra) IoxowurensbHas
- Tamcynosny (Y @-cnexrpodiotomerpust) | Rf (o6pasua) = Rf (crannapra) TlonoxkuTtensHas
Cpennss macca CoaepKUMOTO KancyJi H Ot 3194 mr po 371,2 Mr 354.4 Mr
OTKJIOHEHHE OT cpe/iinel Macchi* Erp. ®apm. CooTreTCTRYET
Pacrsopenne xeiicTBYI0LIero BentecTBa
- Yepes | yac He Honee 5% 0;0;0,0;0,0%
- Yepes 2 yaca Or 50 % no 70 % 62;62;60;64;61:64 %

106;106;107;107;106;106%

Ilocroponnne mpumecu BIOJKX

KarncyJe

- HeuMspecTHeIe eAMHNYHEIE TIPHMECH He 6onee 0,1 % <0.05%
- Cymma npumeceii He 6onee 0,5 % <0.05%
Mnuxpolroaorudeckas HHCTOTA

T'® XII, kateropns 3A

Ob1mee gucao a3poBHEIX GakTepuii He 6onee 1000 KOE/r 0 KOE/1
Obmmee aucno rpubos He Goee 100 KOE/r 0 KOE/r
Ortcyrcreue Escherichia coli OTCYTCTBHE B I T OTCYTCTBYET
OARopOIHOCT: NOZHPUBAHKS NMT 15,0 6,7
Koanyecreennoe onpeaeneune

- TAMCYJIO3HHA THIPOXJIOpH/E B | Or 0,38 mMr 10 0,42 mr 0,40 mr

*- Ilokazatens BBeAeH QUPMOH B COOTBETCTBHM ¢ TPEOOBAHUAMM, MPHHATHIMH B P K cTaHnapTHiauuH
AaHHOH IEKAPCTBEHHOI GOPMbI H MOXKET OTCYTCTBOBATL B CepTHpUKaTe aHann3a ¢upmbl. KauecTro npenapara

110 3THM NOKA3ATENAM rapaHTHpYercs GUPMOii.

3AKJIKOYEHHE: CootsetcTeyeT Tpebosarnam cnelbukauny. 3/€Ck 1 NOATBEPXKIAIO, YTO NPHBEAEHHAS
Bpille HHGOpMALMA ABNSETCA TPaBHILHOH M TOuHOH. JlaHHas cepua NpodyxTa NPOM3BEIEHA, BKIIOYAs
YTIAKOBKY/MapPKHPOBKY H KOHTPONb KAa4eCTBA, Ha YKA3aHHOW HHXKE TIPOM3IBOACTBEHHON ILTOWIAAKE B MOIHOM
cootseTcTBHU TpeboBanuaM GMP MECTHOTO PErHCTPAlMOHHOIO OpraHa M 3aperMCTPHPOBAHHON Ha pHIHKE
CTPaHbI-UMIIOPTEPA CHEUMPHUKALMH HMAHW HOPMATHBHOM JIOKYMEHTALMM HA NPOAYKT AJA HCCIEAYeMbIX
MEIHLIHHCKHX TIPENapaToB. 3arkcH NPOU3BOACTBEHHOTO NPOLECCa, YNAKOBKM U aHANM3A IPOBEPEHD] U NPU3HAHDI

COOTBETCTBYIOLIMME TpeGopanuaM GMP,

AQO «Canodw Poccuns

Anpec: 125009, Mockea, yn. Teepexan, 22. Ten. (495) 721-1400. daxc. (495) 721-1411. www.sanofi.ru
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Canexa QapmackioTnkaic a.c., Crosankas Pecny6inka
Hwurpnancka 100, 920 27 I'narosen

CEPTH®HKAT AHAJIM3A

®OKYCHH (FOKUSIN ®), kancy.1e1 0,4 mr Ne 30

Cepus: 3470918
Jata naroroenenns: 11/09/2018
Il'ogen no: 31/08/2021

HJT JAC-001633-010411

Brinymen 15/10/2018 YnoaromMoueHHOe m1o; Holickova Jaroslava

AQ «Canoti Poccrss
Appec: 125009, Mockaa, yin. Teepckas, 22 Ten - (485) 721-1400 dakc (495) 721-1411. www sanofi ru
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Certificate of analysis

Product FOKUSIN &
Product number 12004768 Batch LIMS HI 649386
Batch nuniber 3470918 Released guantity 31405 PACKS
Dasage strength 0.4 mg
Dasage form capsules
Packaging size 30 cps. Date of analysis 12,10.2018
Manufacture dute 11.09.2018 Specificarion [.5-001633-010411
Expiry date 31.08.2021 Marketing authorisation LS-001635
Importing country Russia Ao,
Test Limits Results
Appearance
Description hard gelatin capsule nr.1: complies
body and cap: dark blue
transparent |
capsule content: white or
off-white micropellets
Identification
Tamsulosin - HPLC correspondence of retention positive
time
Tamsulosin - spectrally
Tamsufosin - UV correspondence of spectra positive
Average mass of | capsule 304 mg10371.2 mg 3544 mg
Mass variation 18/20 cps. NMT £ 7.5 %, complies

Dissolution of active substance

2/20 cps. NMT 2 13 % from
determined average mass

after 1.hour NMT § % 0;0;0;0;0,0 %
after 2 hours 50% 10 70 % 62;62,60,64;61:64 %
after 5.hours NLT 85 % 106;106;107;107;106:106 %

Purity HPLC

Unknown impurities each NMT 0.1 % <0.05 %
Sum of all impurities NMT 0.5 % <005%
Microbiclogical purity
- GF Xl category 3A
Total aerobic bacteria NMT | 000 CFUsg 10 CFLi/g
Total Fungi NMT 100 CFU/g 0 CFl/g
Absence of Escherichia coli absence in 1 g negative
Uniformity of dosage units -
content uniformity
Acceptability vatue - AV NMT 15.0 6.7
Assay HPLC
Assay of tamsulosin 0.38 g to 0.42 mg 0.40 mg

hydrochloride in 1 ¢ps.

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitriansha 100 - 920 27 Hichovec - Slovensks republiha

Tel (+4213 33 735 1111, Faxr {+421) 33 730 0880, E-mait SaneCaISaNEca COM ~ WwWWw SBNECE COm

GO 46 623 322 - IC DPH SH20Z356G842 -
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Saneca
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Product

Product nimber
Barch mumber

Dosage strengrh
Dosage form
Packaging size
Manyfacrure date
Lxpiry date
Importing country

FOKUSIN ®

12004768
3470918

G4 mg
capsules
30 cps.
11.09.2018
31.08.2021
Russia

Bareh LIMS HI
Released quanyity

Date of analysis
Specification

Marketing authorisation
No.

649386
31405  PACKS

12.10.2018
LS-001633-01041]
1.8-001633

| hereby confirm that the above information is authentic and accurate. This batch of
and quality control at site fully operating in compliance with EL
authorisation of the importing country. The batch processin

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohove, Slovak Republic

Authorisation number :

VL 039/13-2

GMP Centificate No : SK/009V/2017

Certified by QP:

Helickova Jaros

e

lava

)

Release for sale

product has been manufactured including packaging
GMP requirements, the Jocal Reguiatory Authority and the marketing
g. packaging and analysis records were reviewed and found to be in

compliance with GMP.

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation namber : VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified on:

Sancca Pharmaceuticals a.s. - Nilrianska 100 - 820 27 Miohovec - Siovenska repisbiika

Tl (4427523 735 1111, Fax: (+471) 33 730 0BYD F-mait SBRECaTlSaneca LOM — vwwvy SENECa com
GO 45833 323+ 1C DPH. SKZ0¥3565647 - Tausbankaas - ¢ ¢ 282012341¢:1100
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15.10.2018




