JEKJIAPAIIUSA O COOTBETCTBHUUA

JEKJAPAHT, MIPHHUMAIOIUIA JEKJTAPAITAIO O COOTBETCTBHH

AO "Canogu Poccus”

Ceedenusn o pezucmpayuu opzanuzayuu: Mexcpaiionnaa uncnexyun Pedepanvroii Hanozoeoi cayxcbor No 46 no
2. Mocxse 01.01.2008, OF'PH 1027739079940, oama npuceoenus OI'PH 19.08.2002.

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

B nuye: Ienepanvrviti Oupexmop Mounxc O.A.

Hosepennoe nuyo: Cmenanoe C.C., dosepennocmp 6/ om 01.12.2017

3AABJIAET, UTO

nexapemeennoe cpedcmeo. DOKYCUH, KANCYAbE ¢ MOOUPUYUPOBAHHbIM 8biceobodcIenuem 0.4 m2 10 wm.,
ynaxoexu avelixosvie konmypuvie (3), nauku kapmonnvie, PY Ne JIC-001633 om 01.04.2011 (6ama 3amenbl
13.04.2018) ewtdarno AO "Canogu Poccus", cepus 3270519, napmun 31641 ynaxoeok, 200en 0o 30.04.2022,
npowseoocmea Canexa Oapmacviomuxanc a.c., Crosayxas Pecny6nuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKIIJ2 21.20.10.174, koo TH B3 3004900002,
xonmparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085337064 om 17.06.2019

COOTBETCTBYET TPEBOBAHHM
JIC-001633-010411 uzm. Ne 1-9

JEKJIAPAITHUSA IIPHHATA HA OCHOBAHHUH
npomoxon ucnsimanuti Ne 18330 om 25.06.2019 HIT OO0 HI] "PAPMOBSOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®JI40, Cepmugpuxam POCC SK.@M08.C42826 om 25.06.2019

JATA TPHHSTHA TEKJIAPALUAH 26.06.2019
AEKJAPAIMSH JENCTBUTEILHA 0 30.04.2022
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CBEJEHUSA O PETHCTPAITNHN

OPT'AH I10 CEPTHO®UKAIIHUH, 3APETHCTPHPOBABIIHI JEKJIAPAIINIO

RA.RU. 11 M08 OPTAH 110 CEPTH®HKALIHH ITPONYKLHH OBLECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocksa, yn. Macmepxoea, 0. 4, sm. 3, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20p00 Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(493)788-02-88, eeb-
catim: oyxr.pg.

JAEKJIAPAIIMS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-SK.®M08.4.28290/19
HATA PErMCTPAITHH 26.06.2019
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CepTuduxar anannza

Tamcynosun (cniekrpansHeti
aHanus)
Tameynosun (Y§)

Cpeauga Macca kancyn

OnHOpPOIHOCTE A03HPOBAHHA 110
macce

PacTeopenne akruBHoli
dapmanesrnecioit cyGeranun
yepes 1 yac

yepes 2 yaca
yepes 5 vacos
Poacreennpie npumecn (BIUCX)

Heunentnduumposannsie
€IHHHYHBIE IPHMECH

Obwiee conepxanue npumecei
MukpoGionornueckan 4ucrora
- I'® X1, xareropus 3A

Obmiee wncno a3pobHBX
MHKPOOPraHU3MOB
Qbwee uucno rpuGos

Orcyzcreue Escherichia coli

OaxopoanocTs 203upoBarus (no
COREpHANIID)
Kpurepuit npuemnemoct AV

KoanuecTeennoe onpenenenne
(BIXX)

Konuyecrsennoe onpenenenune
TAMCYIO3HHA THAPOXIOPHAA B 1
Kancyne

COOTBETCTBHE CNICKTPOB
319,4-371,2 mr

18/20 xanc. ue Gonee + 7,5 %, 2/20
Karnc. ne Gonee = 15 % or
YCTaHOBAEHHOM Cpelneli Macchl

He Oonee 5%
50-70 %
He MeHee 85 %

He Gonee 0,1 %

He Sonee 0,5 %

He Goaee 1 000 KOENr

He Gonee 100 KOEN
oTcyrerBRe B 11
He Gonee 15,0

0,38-0,42 mr

CooteeTcTByer Tpefopannam cne

Tipodyxm GOKYCHH®
Homep npodyxma 12004768 Cepun LIMS HV 706546
Hoxep cepuu 3270519 Pazmep svnyuensioii cepuu 31 641 YIIAKOBOK
Hozuposra 0,4 mr
Jlexapemeennas gopya  Kancyer
Paznep ynaxoex 30 kancya Hama nposedenus anaruza 28.5.2019
Hama npouzeodcmea 10,5.2019 Creyughuxayun JIC-001633-010411
Aama ucmevenun cpoa  30.4.2022 Honep pezucmpayuounozo JIC-001633
200HoCHU Yydocmogepernus;
Cmpana-umnopmep Poccnn b
[Mcnbitanne Hopme PesyastarTni
Onucaune )
Onucanne TBEpAbIE KEAATHHOBEIC kancyns Nel, | cooTsercTByer
KOPITYC H KPLILICYKA TEMHO-CHHETO
LBETa, TPO3payuHbIE,
coAcpxanye kancyn: 6enwle um
noutH Genbie MUKpOTIERNETHI
TMoanuunocTe
Tancyaozun (BIXX) | COOTBETCTBHUE BPEMCHH YALPKHBAHHA [ FIONOMHTEILHEH PE3yabTaT =

NONMKUTENbHBIE pe3ynbTaT
3446 mr
COOTBETCTBYET

1.6;1.3;1.3;22:1.3;1.4%
61.4; 58.2; 65.1; 61.7; 67.9; 60.7 %
106.2; 103.1; 104.3; 102.4; 105.0; 104.6 %

Ho

Hio

10 KQEfr

0 KOE/r
OTPHUATENLHEIN Pe3yARTAT
4,2

0,40 mr

G IKca MM,

«Canena QapmacbioTukanc a.c.n. Hitpuauesa 100, 920 27 norosey. Cnosauxas Pecnybnuka

Ten: (+421) 33 736 1111, Waxc: (+421) 33 730 0890, E

1CO: 46 833 323 . IC DPH SK2023595842 - Tarabanka 2.5 - ¢.u. 28920123416/1100
Kounaapsac it pUULTD puboard cyan TUADA, praaen So, vorep seranc: 106017

-mail: (+421) 33 730 0890, e-mail: saneca@seneca.com - www.5aneca. com
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Ceprudnkar ananusa
Tipodyxm DOKYCHH®
Homep npodyxma 12004768 Cepus LIMS HV 706546
Homep cepuu 3270519 Pazuep svinywennoii cepuu 31 641 YIIAKOBOK
Hosupoexa 0,4 mr
Jexapcmeennan gopmua  xancynsi
FPazmep ynaxoexu 30 kancyn Hama nposedenun anasuza 28.5.2019
Lama npouseodcmea 10.5.2019 Creyughurayun JIC-001633-010411
AHama ucmevenua cpoxa  30.4.2022 Honep pezucmpayuonnozo JIC-001633
200HOCHTY Yyoocmosepenn:
Cmpana-umnopmep Poccusnt Ae

Hactoammum 1 noarsepxaalo, 4To BLILIEYKA3AHHAR HH}OpMAaLMs ABAAETCA BepHOH # TouHOM. TlpousBoacTBO AaHHOM CepHn
TpOAYKTa, BKAIONAA YNAKOBKY H KOHTDOJIb KAMECTBA HA COOTBETCTRYIONIK 0fBEKTAX, NIONHOCTHIO COOTBETCTBYET TpeboBaAHMAM
Hannexcawe#i npounseonctsenHoft npakTHkn (GMP) EC, MECTHED: perynsTopHbIx OpTaHOB, 4 TaKKe CreurdHKauNIM, YKa3aHHMM B
Perncrpauuonsom ynocTobeperny crpassi-nMnoprepa. o Pe3ynbTaTaM NMPoBEPKH JaTIHCEN O IPOKIBOACTEE, YNIAKOBKE H aHAlN3e
CEPHH GEINO YCTAHOBAEHD COOTBETCYBHE TpeGoBanimM GMP.

Pa3zpewens x nponase

IMpon3BoRCTREHHAS MAOWARKA: - MecTo BLInycKka It KOKTPOAR KavecTaa: -
«Canexa PapmachioThranc a.c.», Hutpuancka 100 «Canexa QapmackioTHkanc a.c.», Hutpnancka 100
92027, I'norozen, Crosauxas Pecnybnuka 920 27 T'norosey Pecny6mixa Cnoeaxns
Pernctpaunonnstit nomep: VL 059/13-2 Pernctpaunontwrii Homep: VL 059/13-2
Cepruduxar GMP Ne: SK/009V/2017 Ceprudurar GMP Ne: SK/009V/2017
YTaepiaeno, ynonuomouennoe auuo: Kaproeckas Mapuana Hava: 11.6.2019

«Caneka PapMacboTHANC a.¢.%, HisTpuencka 100, 920 27 Tnorosey. Cnosaykan PecnyGnkka
Ten: (+421) 33 736 1111, Gaxc: (+421) 33 730 0830, E-mail: {+421) 33 730 0B90. &-mail: SANeCeSENEca.COM - WWW SBNECH, com
1C0; 46 £33 323 - IC DPH SK2023589842 - Tartabanka a.s - c.u. 2820123416100

P PR CyAs Tianna, pazaen S, noatep berema: 10601T
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Certificate of analysis

Dissolution of aciive substance
after 1.hour
after 2.hours
after 5.hours
Parity HPLC
Unknown imputities each
Sum of all impurities
Microbiological quality
- GF X1, 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.

2/20 cps. NMT = 15 % from
determined average mass

NMT 5 %
50%to 70 %
NLT 85 %
NMT 0.1 %
NMT 0.5 %

NMT 1 000 CFU/g
NMT 100 CFU/g
abserceinl g

NMT 15.0

0.38 mgt0 0.42 mg

Product FOKUSIN ®
Product number 12004768 Batch LIMS HY 706546
Batch nmimber 3270519 Released quanity 31641 PACKS
Dosage strength 0,4 mg
Dosage form capsules
Packaging size 30 cps. Date of analysis 28.5.2019
Manufacture date 10. 5. 2019 Specification L5-001633-01041t
Expiry date 30. 4. 2022 Aarketing mahorisation LS-001633
Iimporting country Russia No.
Test Limits Results
Appearance
Description hard gelatin capsule nr.1: complies
body and cap: dark blue
transparent ;
capsule content: white or
off-white micropellets.
1dentification
Tamsuloesin - HPLC correspondence of retention positive
time
Tamsulosin - spectrally
Tamsulosin - UV correspondence of spectra positive
Average mass of [ capsule 3194 mgwo 371.2mg J446mg
Uniformity of mass 18/20 cps. NMT + 7.5 %, complies

1.6,1.3;1.3;2.2;1.3;14 %
61.4;58.2;65.1;,61.7:67.9;60.7 %
106.2;103.1;104.3;102.4;105.0;104.6 %

ND
ND

10 CFU/g
0 CFU/g
negative

4.2

040 mg

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovec - Slovenska republika
Tel (+421) 33 735 1111, Fax: {+421) 33 730 0890, E-mail saneca@saneca.com — www,saneca.com
ICO: 46 833 323 - 1€ DPH. SK2023555842 — Taliabanka a.5. - & ( 2920123416100

Dtxchodny registee Okrosndig swidy Tmova Gddai Es Viaka Bisly. 106317
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Certificate of analysis

Product

Product number
Batch nmumber

Dosage sirengith
Dosage form
Packaging size
Manufacture date
Expiry dare
Importing country

FOKUSIN @

12004768
3270519

0,4 mg
capsules
30 cps.
10.5. 2019
3G.4.2022
Russia

Barch LIMS HY 706546

Released guantiry 31641  PACKS
Date of analysis 28.5.2019
Specification L5-001633-010411)
Marketing authorisation L$-001633
No,

[ hereby confirm that the above information is authentic and accurate. This batch of preduct 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

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovece, Slovak Republic
Authorisation number : VL 059/13-2
GMP Certificate No : SK/09V/2017

Certified by QP:

,&afc s o ’

Karlovska Mariana

compliance with GMP.

Release for sale

Quality control and release site:

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

Certified on: 11.6. 2019
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