AEKJIAPAIIMSA O COOTBETCTBUU

JEKJTAPAHT, IPHHUMATOIUHH ZEKJAPALIIIO O COOTBETCTBHU

AQ "Canogu Poccus”

3apecucmpupoearo ;| Mexcpationnas uncnexyus MHC Poceuu Ne39 no 2. Mockee OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepcraa, 0. 22. Tenechon:8 (495) 721-14-00

B nuye: Fenepansnotit oupexmop Adavan H B,

Hoesepennoe auyo: Cmenanos C.C., dosepenrocis 6/ om 01.12.2017

3AABJIAET, UTO

AeKapcmeennoe cpeocmeo. QOKVCUH, KANCYAbL ¢ MOOUDUYUPOBAHHLIM sbiceobodcdenuem 0.4 vz 10 wm.,
YRaKoGKu axeiikossvie kowmypuvie (9), nauxu xkapmounsie, PY No JIC-001633 om 01.04.2011 (dama 3amenvt
10.08.2017) evtoano AO "Canoghu Poccus”, cepusn 3230418, napmua 10771 ynaxeeox, zoden oo 31.03.2021,
npouseodcmea Canera Papmacsiomuraic a.c., Croeaykas Pecnyonuka, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIIJI2 21.20.10.174, koo TH B3JT 3004900002,
koumparxm Ne 250/40056192/F-2 om 20.10.2010, uncotic Ne 9085290777 om 11.05.2018

COOTBETCTBYET TPELOBAHHM M
' JIC-001633-010411 uzm. Ao -7

| JEKJITAPAHMS ITPUHSITA HA OCHOBAHUHA
npomowoa uchermanuii No 1341 0 om 17.05.2018 HJI QOO HI] "©@APMOBOPOHA", ammecmam
axrxpedoumayuu POCC RU.0001. 2107140, Cepmughuram POCC SK. @MO8.C21210 om 20.08.2018

JATA ITPHHSITHSA )_IFI{.JIAPA]_II/II/I 20.08.2018

nElgé};«A?KHﬁﬁ

Crenanos C.C.
D.H1.0

CBEJEHHS O PETUCTPALIAN

OPI'AH 110 CEPTHOUKAIIAM, 3APETHCTPHPOBABILIHNA NEKJAPAIIHIO

RA.RU.11DMO8 OPIAH 11O CEPTHQHRALIMH HPOAVKIIHH OFILECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCThIO "OKPYXHOH IIEHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmuchurayuu. 115280, POCCHS, copoo Mocksa, ya. Macmeprosa, 0. 4, sm. 5., men. . (495)788-02-88, ce6-
caim. oykr.pe.

AEKJAPALIAA O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC SK. M08, /110727

JATA PETUCTPALIUUA 20.08.2018

! R Junaenro HLB,

TIOLTHICE Pyxoeomurens OC
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SANOFI

Canexa ®apmaceioTakaic a.c., Cinopankas Pecny6imka
Hurpuancka 100, 920 27 I'narosexn

CEPTHOHUKAT AHAJIM3A

QOKYCHH (FOKUSIN ®), kancyast 0,4 mr Ne 90

Cepus: 3230418
Hara wsrortosnenus: 16/04/2018
Fonen no: 31/03/2021

HJ1 JIC-001633-010411

INOKA3ATEJb HOPMBI PEIVJIBTAT

Onsncanne Teepasie sxenaTuHOBbIE Kancysisl Ne 1, CooTBeTcTBYET

Kopiyc 1 KpbHIKa: TeMHO-CHHHE,

npospaynsie Conepixumoe Kancyn:

Oenbie HITH NIpaKTHYECKH Benbie

MHKPOIIEIIETE
Hopnnnnocrs
- Tamcynosun (BIXKX) tR (oGpasua) = tR (ctannapra) THonoxureapHas
- Tamcynozun (Y- Rf (o6pa3na) = Rf (crannapra) INonowurensHas
CIEKTPOGOTOMETPHS)
Cpennsas macca cojiepykumoro kancyn M | Or 3194 mr a0 371,2 mr 347,1 mr
OTKACHEHHE OT cpefiHeli Macchl* Epp. Qapm. CooteercTByer
Pacraopenne neiicTeyiomero
BellecTBa
- Yepes 1 yac He 6onee 5 % Coorsercrayer
- Yepes 2 uaca Ot 50 % 10 70 % CooreercrByeT
- Uepes 5 yacos He menee 85% CooreercTRYCT
Ilocroponnune npumecn BIXKX
- Heu3pecTHblE €AHHUUHBIC IPHEMECH He 6oaee 0,1 % CoorsercrByer
- CymMa JipuMeceii He 6onee 0.5 % CoorgercrByer
Muxpo6uo/I0THYeCKAN YHCTOTA I'd X11, xateropus 3A CootBercTBYeT
OanopoaHocTh 103MpoBanus AV <150 2,0
KoandecTBeHHOE ONpeae/IeHHAE ~ Ot 0,38 Mmr oo 0,42 mr 0,40 Mr
TAMCYI03HHA THRPOXAOpHIA B 1
Kancyae

*- Tloxaszarens BBeAeH $UPMOIi B COOTBETCTBAN ¢ TpeGOBAHMAMY, NPHHATHIMA B PD k CTaHAApPTH3aLMN
AaHHOH JleKkapcTBEHHOH (OpMbBI M MOXET OTCYTCTBOBATH B cepTHHKATe aHATW34 dupmet.’ Kauectso
npenapara no 3TUM 71I0Ka3aTe/IaM rapauTupyercs GHpMo.

SAKIMOYEHHE: Cootsercteyer TpeboBanuaM cneunukauun. 3aech s NOATBEPKIAKY, YT
NpUBEACHHAA Bhile HHPOPMALWMA ABASETCS NPABWILHOH M TouHOM. Jlannas cepus MPOAYKTa IPOM3BE/ICHa,
BIJTEOUAS YTIBKOBKY/MAPKUPOBKY M KOHTPO/Ib Ka4eCTBA, HA YKA3AHHOH HMKE TIPOM3BOACTBEHHOMN MIOAIKE B
II0JIHOM COOTBETCTEHM TpeGosannam GMP MECTHOFO PernCTpaltMOMHOTO OpraHa 3apErHCTPUpPOBAIHON Ha
PBIHKC CTPaHLI-MMIIOPTEPa CHIEH(HKALMKY KON HOPMATHBHON JOKYMEHTALMK Ha OPOAYKT ANA uc Eayemeix
MEIHLMHCKHX MNpenaparoB. 3anuCH NPOH3BOACTBEHHOTO HPOLIECC, YIIAKOBKH M AHAH33 ) oL

N 7 e

NPH3HAHBI COOTBETCTBYIONMMMY TpeGoranuaM GMP, B

Brinywen 09/05/2018 YnonromouenHoe uLo: Holickova e

AD «CaHotu Pogcuas
Appec: 125009, Mockea, yn. Teepckas, 22. Ten.: (495) 721-1400. dakc: (485) 721-1411. www.sanofi.ru
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Certificate of analysis
Product FOKUSIN ®
Producr number 12004767 Batch LIMS HY 643435
Batch number 3230418 Released quantity 771 PACKS
Dosage sirengith 0.4 mg
Dosage form capsules
Packaging size 90 cps. BDate of analysis 04052018
Manufacture date 16.04.2018 Specification LS-001633-010411
Expiry date 31.03.2021 Markering authorisation L.5-001633
fmporting country Russia No.
Test Limits Resalts
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 - spectrafly
Tamsulosin - UV correspondence of spectra positive
Average mass of 1 capsule 3194 mgto 371.2 mg 3471 mg
Mass variation FB/20 cps. NMT % 7.5 %, complies
2720 cps, NMT £ 15 % from
determined average mass
Pissolutior of active substance
afier 1.hour NMT 5% 0:0;0:0:0;0 %
after 2.honrs S0% 10 70 % 62:63:62:63;60:62 %
after 5.hours NLT8%% 103;104;102:103;103;103 %%
Purity HPLC
Unknown impurities each NMT 0.1 % ND
Sum of all impurities NMT 0.5 % ND
Microbiclogica! quality
- GF X1, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 5CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absence in 1 g negative
Uniformity of dosage units -
content uniformity
Acceptability value - AV NMT 15.0 2.0
Assay HPLC
Assay of tarmsulosin 0.38mgto0.42mg 0.40 mg
hydrochloride in 1 eps.
Conformity with the specification.

Saneca Pharmaceuticals a.s, - Ninanska 100 - 820 27 Hiohover - Slovensks republiks
Tef: {(+421) 33 738 1111, Fax. (+421) 33 730 0890, E-mad. sanecagisanesa com - www Saneca.com
ICO 48 833 323 - IC DPH SH2023509642 - Tatrabamda s & - & & 2020123416100

Obehodnyg togntee DHEats Sidn Trvures Odies Sa Violka bisio 109047
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Certificate of analysis

Producr FOKUSIN ®

Product number 12004767 Batch LIMS HV 643433

Batch number 3230418 Released quemtity 10771  PACKS
Dusage strength 0,4 mg

Dasage form capsules

Packaging size 90 cps. Date of analysis 04.05.2018
Manufacture date 16.04.2018 Specification L5-001633-010411
LExpiry date 31.03.2021 Marketing authorisation L5-001633
Importing country Russia No.

1 hereby confirm that the above information is authentic and accurate, This batch of product has been manufactured including packaging
and quality contro! at site fully eperating in compliance with ELJ 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

Quality control and release site:

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovee, Slovak Republic 920 27 Hlehovec, Stovak Republic
Authorisation number © VL. 059/13-2 Authorisation number : VL 059/13.2
GMP Certificate No : SK/A009V/2017 GMP Certificate No : SK/O09V/2017
Certified by QFP: Holitkova JarosE.va Certified on: 09.05.2018
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Saneca Pharmaceuticals a.s. - Nvianska 100 - 023 27 Michover - Stovenska republiks
Teb (#4231} 33 736 1113, Fax (+421) 33 730 0880 £-mail sanecafDsanets COM - Wev.SaNEEa com
180 46 833 322 - 10 DPH. SK2022598842 - Tatrabanka a.s ~ & U 28201234161100

Dbxhodny vogsim Serosndie: siia Trmava Dasel Si Viokia Ssin 8011




