JNEKJAPAIIVISI O COOTBETCTBUM

NMEKJAPAHT, IPHHUMATOII U TEKJIAPAITIO O COOTBETCTBHN

AQ "Canogu Poccus"

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

Adpec: 125009, & Mocxea, yn. Teepcran, 9. 22. Tenechon/graxc: 8 (495) 721-14-00/ 721-14-11

B nuye: Ienepanvuwrii dupexmop Adamvan H.B.

Hoeepennoe myo: Cmenanoe C.C., dosepennocme 6/n om 01,12.2017 2.

3ASABIIAET, UTO

Aexapcmeennoe cpedemeo. Poxycun, xancymvl ¢ MoQupuyUposaunuim eviceobocdenuen 0.4 mz 10 wm.,
YnaxoeKu a4elixogsie kounypHsie (9), nauxu kapmonnse, PY Ne JIC-001633 om 01.04.2011 (Dama s3amensr
13.04.2018) swidano AQ "Canogu Poccun®, cepus 3310518, napmust 1072 ynaroeox, 20den 0o 30.04.2021,
npousgoocmea Canerxa Papmacviomuranc a.c., Cnosayxas Pecny@nura, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xod OKII2 21.20.10.174, xod TH B3 3004900002,
ronmparn Ne 250/40056192/F-2 om 20.10.2010, unsotic Ne 9085306558 om 20.09.2018

COOTBETCTBYET TPEBOBAHUAM
JIC-001633-010411 usm. Ne 1-9

AEKJIAPATTHASI IIPHHATA HA OCHOBAHIH
npomoxon ucneimanuit Ne 2815 o om 01.10.2018 HJT 000 HI] "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.2]1 OJI40, Cepmugpurxam POCC SK. @M08.C24089 om 02.10.2018

JIATA TIPHHSITHSE AEKJIAPALMH 03.10.2018
;{EK.}IAPAImﬂ ,.T_IE]"FICTBI/ITEJIBHA O 30.04.2021

%/ Crenanos C.C.
W& @10
{

CBEIEHMUSA O PETUCTPALIM

OPTAH IO CEPTHO®UKAINH, SAPETHCTPHPOBABINHI JEKIAPAITHIO

RA.RU 11 OMO8 OPTAH 110 CEPTHPHKAIIHH ITPOIYKITHH OBLIECTBO C OT'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzara Ho
cepmughuxayuu: 115280, POCCHA, 20pod Mocksa, yn. Macmepxoea 0. 4, 9m. 5., men.:(495)788-02-88, seb-
caim: oyxx.pg.

AEKJIAPAIIISI O COOTBETCTBHM 3APEIMCTPHPOBAHA M POCC RU J-SK.DM08.A.02779/18
JATA PECHUCTPALMM 03.10.2018

j e, HMunerxo U.B.
“-1i6anpde Pyxorosureas OC




SANOFI

Canexa PapmaceloTukalic a.c., Criopankas PecnyGnuka
Hutpuancka 100, 920 27 narogen

CEPTH®UKAT AHATA3A

POKYCHH (FOKUSIN ®), xancyanr 0,4 mr Ne 90

Cepus: 3310518
Hara narorosnenus: 29/05/2018
["onen no: 30/04/2021

HJTJIC-001633-010411

IHHOKA3ATEJL HOPMBbI PE3VJIAbLTAT
Onncanne Teepable xes1aTHHOBBIE Kancybl Ne 1, CoorpercTayer
Kopnyc 1 KpblilIka: TEeMHO-CHHHE,
npospaunbie CozepknMoe Karcyn:
Genble WK npakTuecKkn Geasle
MUKPOIE/IIETHI
HognnanocTs
- Tameynozun (B3XX) tR {obpasua) = tR (cranpapra) [lonoxunTenpHas
- Tamcynosun (Y@- Rf (06pasua) = Rf (cTanaapra) Honmxwrensnas
CNeKTpodOTOMETPUS )
Cpennas macca cogepixumMoro kancyn i | Ot 319,4 mr g0 371,2 mr 3443 mr
OTKNOHEHWE 0T cpegHell macchl® Epp. ®apM. CootpeTcTBYET
PacTBOpeHHe JeficTBYIOMEro
BEIECTRA
- Yepez 1 uac He 6onee § % CooteercTBYET
- Yepes 2 yaca O150% ro 70 % CooreercrByeT
- Yepes 5 yacos He menee 85% CoorseTcTBYET
[ocroponnne npumecu BIKX
- HenspecTHue €MHAYHBIE IpUMECH He Gonee 0,1 % <0.05%
- CymMa nipumeceii He Gonee 0,5 % <0.05%
MuxpoGnojornyeckas YHCTOTA I'® XII, xareropus 3A CootpeTcTBYET
OnnHopoanocTs J03HPORAHUS AV <150 35
Konnuecrgennoe onpejeaenne - O71 0,38 mr a0 0,42 Mr 0,40 mr
TAMCYNO3ZHHA M'HAPOXI0pHAA B |
Kancyne

*- Tlokasarens BBejen GUPMONH B COOTBETCTBMM ¢ TPEGOBAHMAMM, NIPUHATHIMM B PD x cranaaprHsaLyumu
A&HHOH NIEKAPCTBEHHOH GOPMBI H MOXKET OTCYTCTBOBATh B CepTH(MKaTe aHanu3a Gpupmel. KauecTBo npenapara
0 3THM NOKA3aTeNaM rapaHTUpyeTca GHpPMOi.

3AKIIIOYEHME: Cootserctiyer TpeGopanmam creudukaumn. 3aech 1 TMOATBEPHIAID, HTO
MIPUBE/ICHHAS BbILC BHPOPMALKMA ABIAETCA NPaBUARHOI M TouHON. J[aHHAS Cepus NPOLYKTA NPOM3BENCHA,
BKJIIOYaA YIIAKOBKY/MapKHPOBKY M KOHTPOJIb KA4eCTBA, HA YKA3aHHOH Huike NPOM3BOIACTBEHHON MIOWIANKE B
MONHOM COOTBeTCTBIM Tpeboanuam GMP MecTHOTo perHcTpaluHOHHOTO OpraHa M 3aPErMCTPHPORAHHON HA
PbIHKEe CTPaHbI-HMIIOPTEpa CTIEUM(PHKALMHA WM HOPMATHBHON JOKYMEHTALMH Ha NPOAYKT /IS HCC/IeayeMbIX
ME/IMIIMHCKHX MperaparoB. 3alMcH NPOU3BOACTBEHHOrO NPOLECCa, YIAKOBKH W AHANM3A TIPOBEpEHbI M
NPU3HAHBI COOTBETCTBYIOLUMMH Tpebosannam GMP,

Brinywen 06/09/2018 YnonsomoueHHoe nuio: Farkasova Emilia

AT «Carodu Poccusns
Agpec 125009, Mockea, yn. Teepckas, 22. Ten.: (495) 7211400 takc (495) 721-1411. www.sanofi ru
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Certificate of analysis

Procuct FORUSIN ®

Praduct manber 12004767 Barch LINS HT” 647184

Baich number 3310518 Released quantity 1072 PACKS
Dosage strength 0.4 mg

Dosage form capsules

Puckaging size 90 cps. Date of analysis 18.06.2018
Warntucture date 29.05.2018 Specification LS-001633-010411
Expiry date 30.04.2021 Marketing authorisation LS-001633
Importing couniry Russia Ne

Dissolution of active substance

2/20 eps. NMT 1 13 % from
determined average mass

Test Limits Resuits
Appearance
Drescription hard gelatin capsule nr.i: complies
body and cap: dark blue
transparent ;
capsule content; white or
off-white micropeilets
Identification
Tamsulosin - HPLC correspondence of retention positive
time
Tamsulosin - spectrally
Tamsulosin - UV correspondence of spectra positive
Average mass of | capsule 3194 mgto 3712 mg 3443 mg
Mass variation 18720 cps. NMT = 7.5 %, complies

after 1.hour NMT 35 % 2:2:3:1:2:2 0
after 2 hours 50 % to 70 % 63;68,63:66:68,67 %
after 5.hours NLT 85 % 102;102:100;103:100:103 %

Purity HPLC

Unknown impuritics each NMT 0.1 % <0.05 %%
Sum of all impurities NMT 0.5 % <€,05 %
Microbiologicat quality
- GF XII, category 3A
Total aerobic bacteria NMT 1000 CFLie 0CFlU/g
Total Fungi NMT 100 CFU/g 0 CFu/g
Absence of Escherichia coli absence in [ g negative
Uniformity of dosage units -
content unifermity
Acceptability value - AV NMT 15.0 is
Assay HPLC
Assay of tamsulosin 638 mgto 042 mg 040 mg

hydrochloride in 1 ¢ps.

Conformity with the specification.

Saneca Pharmaceuiicals a.s. - Nidnzanshz )
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Certificate of analysis

Product FOKUSIN &

Prodwct number 12004767 Berel LIMS HT 0647184

Bareh number 3310518 Released quaniin: 1072 PACKS
Dosage strength 0.4 mg

Dosage form capsules

Puckaging size 90 cps. Date of analysis 18.06.2018
Munufacrure date 29.05.2018 Specificarion L5-001633-010411
Ixpiry date 30.04.2021 Marketing awthorisation L.5-001633
importing counnry Russia No,

! hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and guality control at site fully operating in compliance with EU GMP requirements. the focal Regulatory Authority and the marketing
authorisation of the importing country. The batch processing, packaging and analysis records were reviewed and found te be in
compliance with GMP.

Release for sale

Manufacturing site; Quality control and release site;

Saneca Pharmacewticals a.s, Nitrianska 160 Saneca Pharmacewticals a.s. Nitrianska 100
920 27 Hiohavec, Slovak Republic 920 27 Hichovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number + VL 059/13-2
GMP Cenificate No - SK/A00V/2017 GMP Certificate No @ SK/009V/2017

-

Certificd by OQP: Farkasové Emilia 7~ /é / Certifiedon:  06.09.2018

Saneca Pharmaceuticals as - N sha 100 - 820 27 Hichaves - Blovenska repubing

Tel {442 FAB TR i (4 35 730 CEO0 U -mall s2neca(lsantra CON — wiwa SERELE D07

O § & 0 ZBRHIZALIEM 100




