JAEKJITAPALIAA O COOTBETCTBUU

JEKJAPAHT, IPUHUMAIOHIUHA JEKJAPAIIMIO O COOTBETCTBUM

AQ "Canogpu Poccus”

3apecucmpupoeano ;| Mesxcpationnas uncnewyus MHC Poccuu Ne39 no e Mocwiee OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocwesa, ya. Teepcras, 0. 22. Tenepon:8 (495) 721-14-00

B nuye: I'enepamvustit Qupexmop Aoaman H.B.

Hoesepernnoe nuyo: Cmenanos C.C., dosepennocme 6/n om 01.12.2017

3ASIBJBSIET, UTO
nerapcemeeHnoe cpedcmeo: PoxycuH, kancyivl ¢ MOQUQUYUPOSaHHLIM sblceobocOenuem 0.4 mz 10 wm.,

VHAKOGKU stHelikosbie Koumypubie (9}, nauxu kapmonnwvie, PY Ne JIC-001633 om 01.04.2011 (dama 3amenv
10.08.2017) swioano AC "Canogu Poccus”, cepus 3210418, napmus 10791 ynarxosor, 2oden 0o 31.03.2021,
npoussoocmea Canerxa Qapmacsiomuxanc a.c., Crosayxas Pecnyonura, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIIA2 21.20.10.174, koo TH B3] 3004900002,
Konmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085290777 om 11.05.2018

COOTBETCTBYET TPEEOBAHUAM
JC-001633-010411 uza. Ne [-7
JAEKJAPAITUA ITPHHATA HA OCHOBAHHH
npomokon ucnoimanuil No 1340 0 om 17.05.2018 H/I OO0 HL] "PAPMOBLOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 @140, Cepmupurxam POCC SK.@MOS.C21209 om 20.08.2018

Crenaunos C.C.
O.HO

CBEJAEHMUSI O PETUCTPAIIUU

OPTAH IIO CEPTH®UKAIIHH, 3SAPETUCTPHPOBABII U JEKJIAPAIIAIO

RA.RU. 11 ®M08 OPIAH IO CEPTH®HKAITHH ITPOAVKIIHH OFLIECTBO C OIPAHHYEHHOH

OTBETCTBEHHOCTRIO "OKPYXXHOH [[EHTP KOHTPOJII KAYECTBA",

| adpec opeanuzayuu: 115280, 2. Mockxea, yi. Macmeprosa, 0. 4, sm. 3, nov. I, kom. 1, adpec opeana no
cepmugpurayuu.; 115280, POCCHA, zopod Mockea, ya. Macmepxoea, 0. 4, am. 5., men.:(493)788-02-88, ge6-

Catm. oyxK.pep.

AEKJTAPAIIAS O COOTBETCTBHHU 3APETICTPUPOBAHA A POCC SK. @M08.410726

JATA PEFI/ICTPAIII/II/I 20.08.2018

{@ 4 Hunenko U.B.
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SANOFI

Canexa PapmacsroTuKaic a.c., Ciopankas Pecybmika
Hutpuancka 100, 920 27 Fnarosen

CEPTROHKAT AHAJIA3A

®OKYCHH (FOKUSIN ®), karcyiabt 0,4 mr Ne 90

Cepns: 3210418
Hara usrorornenus: 12/04/2018
Foaew ao: 31/03/2021

HJA JIC-001633-010411

INOKA3ATEJb HOPMBI PE3VJBTAT
Onncanne Teepabie xenaruHoBbIe Kancyan Ne 1., CootsercTyer
Kopnyc n kpbiiiika: TeMHO-CHHME,
npospaunsie Cofiepkumoe Kancysn:
Oenbie M npakTHYeckH Gesble
MHKPONEJLIETHI
Hopananocts
- Tamcynozun (BOXKX) tR (o6pazua) = tR (cranaapra) IMonoxurensnas
- Tamcynozun (YVO- Rf (obpazna) = Rf (craunapra) Tonoxwurentyan
CAEKTPOPOTOMETPHA)
CpenHaa macca coaepxnmoro kancyi u | Or 319,4 mr a0 371,2 mr 3474 mr
OTKAOHEHHE OT cpeaHei Macem* Enp. Mapm. CootBercrayer
Pacrsopenne neiicTyionmero
BE€LIECTBA
- Yepes T uac He Gonee 5 % CoorretcTRYET
- Yepes 2 yaca Ot 50 % 1o 70 % Cootsetcrayer
- Yepes 5 uacos He menee 85% CootsercrByer
IlocTopornue npumech BIKX
- HenspecTHbIE €IUHUYHBIE NIPHMECH He Gonge 0,1 % <0.05%
- Cymma nipuMecei He 6onee 0,5 % <0.05%
Mukpoiunogoruayeckan YacTora I'D XII, kareropus 3A CootgeTcTRYET
OnHopoxHOCTL 103UpOBAHKA AV <150 2,6
KoaudecTBeHHOE Onpeseienue - Or 0,38 mr 0o 0,42 mMr 0,40 Mr
TAMCYJI03HHa THAPOXA0pUAa B
Kancysae

*- Toxasarenb BBened $UPMOM B COOTBETCTBMM ¢ TPeGOBAHUAMM, MPHHATEIMM B PO k CTaHIAPTH3ALIHK
A@HHOH NIeKapCTBEHHOH (JOPMbI M MOMET OTCYTCTBOBATH B ceprudmkare anammsa (upme. Kauectso
npernapara no 3THM [I0Ka3aTeIsM rapaHTHpyetcs GUpMOl,

3AKJIFOYEHHME: CootsetctByer TpeGOBaHHAM creuM(HKkanuH. 3mech g NOATBEPHKAAIO, UTO
NpHBC/CHHAS BbIlE HHOOPMALMA SIBISETCA MPABKIBHOH M To4HOH. JlaHHas cepus MPOAYKTa NpowsseieHa,
BK/TIOHAA YHAKOBKY/MAPKHPOBKY H KOHTPOJIb KAYECTBA, HA YKA3AHHOH HU>KE MPOM3BOACTBEHHON MIOMAIKE B
MOJIHOM COOTBETCTBHH TpeboBaHuaM GMP MeCTHOTO perHcTpalliOHHOIO OpraHa M 3aperucTpyposanugfd Ha
PbIHKE CTPaHbI-HMIIOPTEPE CrIELM(HKALINN HAH HOPMATUBHOR JOKYMEHTALUMH HA IPOAYKT AN HCCTefyeMEIX
MCGIMLMHCKHX TNPENapaToB. 3anMcH NPOM3BOACTBEHHOTO TIPONECCA, YNAKOBKH M aHamusa mpopfpensl W
OPH3HAHBI COOTBETCTRYIOEIMMHE Tpebosanuam GMP,

Bemywen 09/05/2018 YnoaHoMouennoe Jmuo: Holickova Ja

AG «Cariogu Poccuar :;,; )
Agpec: 125008, Mockea, yn. Teepckar, 22, Ten.: (495) 721-1400. ®axc: (485) 721-1411. www.5an
(?,}_
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Certificate of analysis

Product FOKUSIN &
Product number 12004767 Bateh LIMS HY 643296
Batch number 3210418 Released quantity 10791  PACKS
Dosage strength 0.4 mg
Dasage form capsules
Packaging size 90 cps. Date of analysis 04.05.2018
Manufacture date [2.04.2018 Specification LS-001633-01041]
Expiry date 31.03.2020 Marketing authorisation LS-001633
Imporiing country Russia No.
Test Limits Results
Appearance
Description hard gelatin capsule nr.1: complies
body and cap: dark bhue
transparent ;

capsule content: white or
off-white micropellets

Identification
Tamsulosin - HPLC correspondence of retention positive
time
Tamsulosin - spectrally
Tamsulosin - UV correspondence of spectra positive
Avcrage mass of | capsule 3194 mgo 3712 mg 3474 mg
Mass variation 18720 cps. NMT + 7.5 %, complies

2720 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 50 % to 70 % 65;68:68;64;65,67 %

after 5. hours NLT 85 % 02,103,103, 104;103: 102 %
Purity HPLC

Unknown impurities each NMT 0.1 % <005 %

Sum of all impurities NMT G.5 % <0.05 %

Microbiological quality
- GF X, category 3A

Total aerobic bacteria NMT 1000 CFlLi‘g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFUrg
Absence of Escherichia coli absenceinlg negative

Uniformity of dosage units -
coutent uniformity

Acceptability value - AV NMT 15.0 26
Assay HPLC
Assay of tamsulosin 0.38mgte 042 mg 0.40 mg

hydrochloride in 1 cps.

Cenformity with the specification.

Baneca Pharmaceuticals a.s. - Neianska 100 - 820 27 Hishovec - Slovensha republia
Tel: {(+423}32 736 1114, Fax {+421) 33 730 0830, E-mail: sanecaflisaneca.com - www SARECA.COM
ICO 46 835 323 - IC DPH SK2023505842 - Tatrabanks as — £ u 2920123416/1100

Deehodny rppstor Chrpondle: s0ds Tiave Oddies Sa Vinbka fisly 1060177




Saneca
Pharmaceuticals
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Certificate of analysis

Produci FOKUSIN ®

Prodyct number 12004767 Barch LIMS HY 643296

Batch number 3210418 Released quantity 10791  PACKS
Dosage strength .4 mg

Dosage form capsules

Packaging sice 90 cps. Date of analysis 04.05.2018
Manufacture date 12.04.2018 Specification LS-001633-010411
FExpiry date 31.03.2021 Afarketing anthorisation LS-G01633
fmporting country Russia No,

I 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 (o 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 Hlohovec, Slovak Republic 920 27 Hlohovee, Stovak Republic
Authorisation number : VL. 059/13-2 Authorisation number : VL 059/13-2
GMP Certificate No : SK/Q09V/2017 GMP Certificate No : SKA009V/2017

/ﬁ—-».
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Certified by QP: Farkasové Emilia “I { / Certified on: 09.05.2018

Saneca Pharmacewticals a.5. - Nitnanska 100 - 820 27 Hichover - Sicvensha republixa
Tel {+421533 736 1111, Fax (+424) 33 730 0880, E-mail: $aneCa@saness COM - WWW SANECS.0om
ICO 45 833 323 - 10 DPH SK2023585842 ~ Tatmbanka 5. - & U 29201224181100

Cimbartny tegster Okroaneht s Tiravs Odde: S Vigkka e 1000177




