AEKJIAPATIVISI O COOTBETCTBHIHA

,HEKMAHT, TIPTHVMATOII i TEKJIAPAITMIO O COOTBETCTBUM
AO "Canogpu Poccun"

Cesedenusn o pezucmpayuu opeanusayuu: Mesicpaiionnas uncnexyus Dedepansuoii Hanoz0801i cayocbsr Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002..

Adpec: 125009, 2. Mocxaa, yx. Teepcras, 0. 22. Teneghon/paxc: 8 (495) 721-14-00/ 721-14-11
B Jluqezi' T'enepansnurii dupexmop Mownaic O.A. .

ﬂqeepéuuoe nuyo: Cmenanoe C.C., doeepennocme 6/4 om 01.12.20]7

3ASIBJISIET, YTO

rexapcmeenHoe cpedcmeo: Poxycur, kancyns: ¢ ModuGuyuposannsiv euiceoboscoeruem 0.4 mz 10 wm.,
ynaxogxu setixosuvie Koumypusie (9), nauxu xapmonnsie, PY Ne JIC-001633 om 01.04.2011 (0ama samenv
13. 04.?01 8) evi0aro AO "Canoghu Poccus", cepusn 3300518, napmus 10800 ynaxoeox, zoden 0o 30.04.2022,
rgvous'éodcmea Canexa @apmacviomuxanc a.c., Cnosayxan Pecrybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, ko0 OKII[2 21.20.10.174, o0 TH B3] 3004900002,

xormpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085337569 om 20.06.2019

COOTBETCTBYET TPEFOBAHHSIM

JIC-001633-010411 usm. No_1-9_

JEKJIAPAITHS IIPUHATA HA OCHOBAHUH
npomq?co:z ucnvimanyii Ne 19440 om 02.07.2019 HJT 000 HI] "®APMOEOPOHA", ammecmanm
axxpedumayuu POCC RU.0001.21 JI40, Cepmiigruxam POCC SK. ®M08.C43272 om 02.07.2019

Crenanos C.C.
®.1.0

CBEJEHWS O PETHICTPALIIHA

OPTAH IO CEPTHOHKAITVINA, 3APETHCTPPOBABIIIIA JEKJAPAITAIO
RA.RU.11OM08 OPIAH I10 CEPTHOHKALIHH IIPONVKIJHH OFILJECTBO C OI'PAHUYEHHOM
OTBE?CTBEHHOCHIO "OKPY)XHOU IJEHTP KOHTPOJI KAYECTBA "
adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, xom. I, adpec opaaxa no
cepmu_gbuxaz;uu: 115280, POCCHA, 20pod Mockaa, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, se6-
caiim: oyKkK.pep.
IIEKJIAPAM}I O COOTBETCTBHU 3APETHCTPHPOBAHA N POCC RU A-SK.®dM08.A.28918/19
ﬂgé%m(}#ﬂm 02.07.2019

b :

SPT Ha

G Lo R

e st N

£ et L h,;_tp};‘r F,'g‘){ 19H Junerxo UB.

1:, %’; Lp2ETM0 ‘Q’}é) ToZch! PyxoBozuTens OC

555

N e
5,0 ot 27255
'

AN i B 7 A0
NG P
2 &




)

sa

N 4 Pharmaceuticals

- Saneca
J

Crpannua 1 u3 2

Ceprundukar anainnsa

TIpooykm ®OKYCHH®
Homep npodyxma 12004767 Cepus LIMS HV 706929
Homep cepuu 3300519 Pazmep evinywennoii cepuu 10 800 YITAKOBOK
Jo3zupoexa 0,4 mr
Jlexapcmeennas opma  xancyJibl
Pasmep ynaxoexu 90 xancya Hama npoeedenus ananuza 18.06.2019
Jama npouzeodcmea 29.05.2019 Cneyugpuxayus JIC-001633-010411
Jama ucmeuenus cpoxa  30.04.2022 Howmep pezucmpayuonnozo JIC-001633
200HOCIU yoocmosepenusa:
Cmpana-umnopmep Poccus Ne
HcenrviTanne Hopmei PesyabTats
Onncanue
Onucanue TBEpbIE XKENATHHOBBIE Kancyinsi Nel, | cooTsercTBYyeT
KOPITYC ¥ KPBIILIEYKA TEMHO-CHHETO
LIBETa, IPO3payHbIe;
coziepxanue kancyJ: Gessle um
NoyTH Gesble MUKPOTEIIIEThI
Toaanuuocts
Tamcynosun (BOXX) COOTBETCTBUE BPEMEHHU Y/IEPIKMBAHNS | TONOXKHUTEIHEIN pE3yIbTaT

TamcynosuH (cnexTpanbHslit
aHam3)
Tamcynosus (YO)

Cpennsis Macca kancyn

OnHOPOIHOCTb H03MPOBAHUS 110
Macce

PacTBopeHue akTuBHOI
¢dapmaueBTHYecKkoii cyGecTaHIHH
yepe3 1 yac

gepes 2 yaca
yepes 5 yacos
Poacreennbie npumecu (BIXKX)

Heunentndunuposanusie
€IVHUYHBIE NIPUMECU
O61mee conepxanne npumeceii

Mukpo6Hosoru4eckas 4Y4ucToTa
-T'® XII, kareropus 3A

Ob1ee YnCno aspobHBIX
MHKPOOPraHU3MOB
Obmee yucno rpubos

Orcytcrue Escherichia coli

OaHopoaHoCTh K031poBaHus (N0
COAEepPKAHUIO)
Kpurepuii npuemnemoctu AV

KoanyecrBeHnHoe onpenenenne
(BIXKX)

KonnuecTsenHoe onpezenenue
TaMCyNo34Ha r'HAPOXJIopraa B 1
Karncyne

COOTBETCTBHE CIIEKTPOB TIONIOXKHUTENBHBIH pe3ynsTaT
319,4-371,2 Mr 3474 mr

18/20 xanc. He Gonee + 7,5 %, 2/20 COOTBETCTBYET
Karc. He 6onee + 15 % or
YCTaHOBJIEHHO} CpeHel Macchl

He 6onee 5 % 0;0;0;0;0;,0%

50-70 % 57; 60; 55; 56, 57, 57 %

He MeHee 85 % 102; 104; 103; 103; 102; 102 %
He 6onee 0,1 % <0.05%

He 6onee 0,5 % <0.05%

He 6onee 1 000 KOE/r 0 KOE/r

He 6onee 100 KOE/r 0 KOE/r

OTCYTCTBHEB 1 T OTpHILIATENBHEIH pe3ynsTar

He Gonee 15,0 3,2

0,38-0,42 mr 0,40 mr

CooTtBeTcTBYeT TPeGOBaHUSIM cienH(HKAIIH.

«Canexa dapmacbtoTuanc a.c.n, Hutprancka 100, 920 27 Mnorosew, Cnosalkas Pecnybnuka
Ten.: (+421) 33 736 1111, ®akc: (+421) 33 730 0880, E-mail: (+421) 33 730 0890, e-mail: saneca@
1CO: 46 833 323 - IC DPH SK2023599842 - Tartabanka a.s - ¢.u. 2920123416/1100

Konsmepuecrui pErucTd pakoMIGIC Cyaa Taana, pasges S, vionep sorapxe 106017
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Ceprudukar anannsa
Ilpodyxkm ®OKYCHH®
Homep npodykma 12004767 Cepus LIMS HV 706929
Howmep cepuu 3300519 Pazmep evinywyennoii cepuu 10 800 YIIAKOBOK
Hozupoexa 0,4 mr
Jlexapcmeennas opma  xancynb
Pasmep ynakoexu 90 xancya Hama npoeedenus ananuza 18.06.2019
Jama npouszeodcmea 29.05.2019 Cneyuguxayus JIC-001633-010411
Hama ucmevenus cpoxa  30.04.2022 Howmep pezucmpayuonnozo JIC-001633
200HoCmU yoocmoeeperus:
Cmpana-umnopmep Poccus MNe

Hacrosimum s noaTeepycnato, 4TO BhILEyKasaHHas WHGOPMALWS SBASETCH BEPHO#i 1 TouHO#L. [Tpou3BOACTBO JaHHOM cepuu
TIpPOZyKTa, BIUIOYAs YIIaKOBKY ¥ KOHTPOJIb Ka4ECTBA Ha COOTBETCTBYIOIINX 06BEKTAX, MOJHOCTHIO COOTBETCTBYET TPEGOBAHUAM
Hannesxamel npoussozacraentoii npakruxu (GMP) EC, MecTHbIx PETYJATOPHBIX OPTraHOB, a Takoke cneluUKaLNaIM, YKa3aHHEIM B
Perucrpamyontom yaocroeepernn crpansi-umnoprepa. ITo pesyistaram TIpOBEPKHM 3anuceil 0 MPOU3BOACTBE, YIIAKOBKE U aHANIU3e

cepuyt GBUIO YCTaHOBJIEHO COOTBETCTBHE TpeboBannsimM GMP.

PaapemeHo K npoaaxie

IlponssoacTeeHHas naomagka; MecTo Bbinycka 1 KOHTPOJIS KayecTBa:
«Canexa PapmacsioTHKanC a.c.», Hurpnancka 100 «Canexa ®apmachkioTHkanc a.c.», Hurpuancka 100
92027, I'noroeew, Cnosaukas Pecry6nuka 920 27 I'norosey Pecny6avka Cnopakus
PerucrpaunonHsiit Homep: VL 059/13-2 Perucrpaumonnsrii Homep: VL 059/13-2
Cepruduxar GMP Ne: SK/009V/2017 Ceprudmxar GMP Ne: SK/009V/2017

YTBepxaeHo, ynoanomMouennoe Jauno: ®apkacora vumias  Nara: 19.06.2019

«Canexa dapmacsroTukanc a.c.», Hutpuancka 100, 920 27 Mnoroseu, Cnogalkas Pecnybnuka
Ten.: (+421) 33 736 1111, ®akc: (+421) 33 730 0880, E-mail: (+421) 33 730 0890. e-mail: saneca@saneca.com - www.Saneca. col
1CO: 46 833 323 - IC DPH SK2023599842 - Tartabanka a.s - c.u. 2920123416/1100 ¥

Komuepuerauk pernerp panoninorc cyaa Tuana, pasaen Se, #onep seraske 10601/T
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Certificate of analysis

Sanecs

Pharmaceuticals

Product FOKUSIN ®
Product nmumber 12004767 Batch LIMS HV 706929
Batch number 3300519 Released quantity 10800 PACKS
Dosage sirength 0,4 mg
Dosage form capsules
Packaging size 90 cps. Date of analysis 18.06.2019
Manufacture date 29.05.2019 Specification LS-001633-010411
Expiry date 30.04.2022 Marketing authorisation 1S-001633
Importing country Russia No.
Test Limits Results
Appearance
Description hard gelatin capsulenr.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
Tamsulosin - UV correspondence of spectra positive
Average mass of ] capsule 3194 mgto 3712 mg 3474 mg
Uniformity of mass 18/20 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 50%t0 70 % 57;60;55;56;57;57 %
after 5.hours NLT 85 % 102;104;103;103;102;102 %

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

Assay of tamsulosin
hydrochloride in 1 cps.

NMT 0.1 %
NMT 0.5 %

NMT 1 000 CFU/g
NMT 100 CFU/g
absencein 1 g

NMT 15.0

0.38 mg t0 0.42 mg

<0.05%
<0.05 %

0 CFU/g
0 CFU/g
negative

3.2

0.40 mg

Conformity with the specification.

P CeLEcso el

Saneca Pharmaceuticals a.s. - Nitrianska 10D - 920 27 Hiohovec - Slovenska republika
Tel: {+421)33 736 1171, Fax: (+421) 33 730 0890, E-mail: saneca@saneca.com - www.5aneca.com
1CO: 45 833 323 - i€ DPH: §K2023500842 - Talrabanka a.s - & 4 2920123416/1100

Obehodny register Dirnsnen sody Tmava, Oudiet $a, Vedks bisio 108047T
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Certificate of analysis

Product FOKUSIN ®

Product number 12004767 Batch LIMS HV 706929

Batch number 3300519 Released quantity 10800 PACKS
Dosage strength 0,4 mg

Dosage form capsules

Packaging size 90 cps. Date of analysis 18.06.2019
Manufacture date 29.05.2019 Specification LS-001633-010411
Expiry date 30.04.2022 Marketing authorisation LS-001633
Importing 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 to be in

compliance with GMP,

Reieaseforsale
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 Hlohovec, Slovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/13-2
GMP Certificate No : SK/009V/2017 GMP Certificate No : SK/009V/2017

gl
Certified by QP: Farkasova Emilia /d/ 7 Certified on: 19.06.2019
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Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hichovec - Slovensks republika
Tel: (+421)33 736 1111, Fax: (+421) 33 730 0890, E-mai: saneca@saneca.com — Wwiw.Saneca.com

1CO: 46 832 323 - IC DPH: SK2023589842 — Tatrabanka 4.5, - & 0, 2920123416/1100
Obchodny togiste: Okresného sudu Trwva, Oddiel. 52 Viozka Gisto. 10601/T




