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Crpannua 1 u3 2

Ipooyxkm

Homep npooykma
Homep cepuu
Jlozupoexa
Jlexapcmeennas gpopma
Pasmep ynaxosxu
Jlama npoussoocmea

Jlama ucmeuenus cpoka
200HOCMU
Cmpana-umnopmep

GMID

DPOKYCHUH®
12004768
3481020

0,4 mr
Kancynst

30 xamncyn
13.10.2020
30.09.2023

Poccus

682480

Cepuss LIMS HV
Pasmep svinywennoui cepuu

Jama nposedenus anausa
Cneyugurayus

Homep pezucmpayuonnozo
yoocmogepeHnus No:

725619
33 516 YIIAKOBOK

29.10.2020
JIC-001633-120220
JIC-001633

Orcyrcrsue Escherichia coli

OTCYTCTBHE B | T

OTpI/IIIaTCJILHHﬁ pe3yibTaT

ADH: Tamcymnozuna ruapoxiopun (NT) cepust: DU002, Xunounn 3aBox ®apManeBTHUeCKUX 1 XUMHIECKAX
npoaykros 3A0, To u., 1-5,1045, Budapest, Hungary
HcnbiTanue Hopmbi Pe3yabTaThl Onenka
Omnucanue
Onucanue Tsepnsie JKEJTATUHOBBIE | COOTBETCTBYET COOTBETCTBYET
karncynsl  Nel: kopmyc u
KpbILIEYKA: TEMHO- CHHEro
LBeTa, MIPO3pavHbIE;
COZIEPIKUMOE KarCyl: Oelble
Wi HOYTH Oerble
MHKPOIEIIEThI
HopsmmuHOCTHL
Tamcynosun -BOXX CoOTBETCTBYET BpeMEHH MOJIOKUTENbHBII pe3ynbTaT COOTBETCTBYET
YACp)KUBAHHS
TaMcCy1031H -CIIeKTpajIbHO
Tamcynosun -Y® COOTBETCTBYET CIEKTPY TTONIORKATEBHBIH PE3yTBTAT cooTBeTCTBYCT
Cpennsist macca | Karncysl 319,4 Mr—371,2 Mmr 336,3 mr COOTBETCTBYET
OmHOPOJHOCTH 110 Macce 18/20 Tabu. He Gonee +7,5 % COOTBETCTBYET COOTBETCTBYET
2/20 tabu. ne 6onee +15 % ot
YCTaHOBJIGHHOH Cpe/iHel MacChl
PacTrBopeHue aKTHBHOM
cyocTaHIIU
UYepes | yac He 6oiee 5 % 2:2:1:2:2.3% COOTBETCTBYET
Yepes 2 yaca 50%- 70% 62;62;63;66;63;60 % COOTBETCTBYET
Yepes 5 qacon He meHee 85% 102;102;102;102;101;101 % COOTBETCTBYET
Hpumecn BIKX
Enunuunas He 6oiee 0,1 % H/0 SOATRATATBYET
HeuAeHTU(UIMpOBaHHAS <
MIPUMEChH
CymMa Beex mpuMmeceit He 6onee 0,5 % H/O
MuxkpobuoJoruieckas
4YHCTOTA
- I'd XII, kateropus 3A
OO61uiee 4uciio a3poOHBIX e 6oxee 1000 KOE/r 0 KOE/r
MHKPOOPraHH3MOB
Ob6uiee gncio rpudoB He 6onee 100 KOE/r 0 KOE/r
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IIpooyxkm ®OKYCHUH®
Homep npooyxma 12004768 Cepuss LIMS HV 725619
Homep cepuu 3481020 Pasmep evinywennoii cepuu 33 516 YIIAKOBOK
Josuposka 0,4 mr
Jlexapcmeennas gpopma  Karncynbl
Pasmep ynaxosxu 30 xamncyn Lama nposedenus ananuza 29.10.2020
Jlama npoussoocmea 13.10.2020 Cneyugurayus JIC-001633-120220
Ilama ucmeuenus cpoxka  30.09.2023 Howmep pecucmpayuonnozo JIC-001633
200HOCMU yoocmosepeHus Ne:
Cmpana-umnopmep Poccus
GMID 682480

KonmaecTBo Tamcyno3nHa
ruzapoxJiopusaa B 1 karncyie

ADH: Tamcymnozuna ruapoxiopun (NT) cepust: DU002, Xunounn 3aBox ®apManeBTHUeCKUX 1 XUMHIECKAX
npoaykros 3A0, To u., 1-5,1045, Budapest, Hungary
OnHopoaHOCTH He Gouee 15,0 1,6 COOTBETCTBYET
J03MPOBAHUSA-
10 KOJIUYEeCTBEHHOMY
onpeesIeHUI0
KosmmyecTBeHHoe
onpenesenne (BIAKX) 0,38 mr — 0,42 mMr 0,40 mr COOTBETCTBYET

CooTBeTcTBYET TPEOOBAHUIM CHleHHPUKAIUM.

HacrosmuM st moaTBep K 1ao, 4To BBINIEyKa3aHHAs HHPOPMaNUs SIBIIETCs BEPHOH U TOUHOW. JlaHHas ceprst IPOU3BEaeHa, BKIIIOYas
YIIaKOBKYy M KOHTPOJb KadecTBAa, Ha HIDKEYHNOMSHYTOH HMPOW3BOJICTBEHHOW INIONIA[KE B MOJHOM COOTBETCTBHH C TPeOOBaHUSIMU
Hamnexxameit nponsBojctBenHoi npakTtuke (GMP) MECTHBIX peryisiTOpHBIX OPTraHOB M CIENHUUKANUIMH PermcTpanioHHOro
YIOCTOBEPEHUs CTpaHBI-UMIIOpTepa- crenudukamusimu HopmarusHol JlokyMeHTamuu. 3amich 10 IPOM3BOJCTBY, YIAKOBKE H
KOHTPOJII0O Ka4yecTBa CEepUM OBbUIM IPOBEPEHbl M NpPU3HAHBI COOTBETCTBYIOIMMH TpeOoBaHmsiM GMP. MapkupoBka B IOJHOM
COOTBETCTBUM C TMOCIEAHEH YTBEpKAECHHOM B MuHHcTEpcTBe 3apaBooxpaHeHus Poccuiickoit ®enepanuu BepcHel MaKeTOB
yNaKOBOYHBIX MaTEPHANOB U HHCTPYKIHEH MO MPUMEHEHHIO.

HpOPBBO).ICTBeHHaﬂ miomaaka:

«Caneka dapmacbsroTukaic a.c.», Hurpuancka 100

920 27, I'norosen, CrnoBankas PecmyOmnmka
Perucrpanuonnsiii Homep: V-15/2019
Ceprudurxar GMP Ne: SK/019V/2020

VYrBep:kaeHo ynonnomodennnim sumom: Holickova Jaroslava

«CaHeka PapmacbloTUKanc a.c.»,
Hutpuancka 100, 920 27 Mnorosew, Cnosaukasa Pecny6nuka Ten.: (+421) 33 736 1111, dakc: (+421) 33 730 0890, e-mail: info@saneca.com

ICO: 46 833 323 - IC DPH SK2023599842 OR OS Trnava, odd.:Sa, vl.c.: 10601/T Tatra banka a.s. IBAN: SK22 1100 0000 0029 2012 3416

BeinyuieHo k nmpojaxe

KOHTPO.]'IL Ka4yeCcTBa M BbINYCKAKOIIAS IJIOINAAKAL

«Caneka ®apmacproTikaic a.c.», Hurpuancka 100
920 27 I'moroen Pecrry6inka CrioBakust
Perucrpauyonnsiii Homep: V-15/2008g5

Ceprudpuxar GMP Ne: SIQQ} SN202)_
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Certificate of analysis

725 619
33516 PACKS

29.10.2020
LS-001633-120220
LS-001633

Product FOKUSIN ®

Product number 12004768 Batch LIMS HV

Batch number 3481020 Released quantity
Dosage strength 0,4 mg

Dosage form capsules

Packaging size 30 cps. Date of analysis
Manufacture date 13.10.2020 Specification

Expiry date 30.09.2023 Marketing authorisation
Importing country Russia No.

GMID 682480

API lot: TAMSULOSIN HYDROCHLORIDE (NT), Manuf. batch: DU002, CHINOIN Pharmaceutical
and ChemicalWorks Private Co. Ltd, T6 u, 1-5, 1045, Budapest, HU

Dissolution of active substance

hydrochloride in 1 cps.

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

Test Limits Results
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 time | positive
Tamsulosin - spectrally
Tamsulosin - UV correspondence of spectra positive
Average mass of 1 capsule 3194 mgto 371.2 mg 336.3 mg
Uniformity of mass 18/20 cps. NMT = 7.5 %, complies

after 1.hour NMT 5 % 2,2,1:2,2,3 %
after 2.hours 50 % to 70 % 62;62;63;66,63;60 %
after 5.hours NLT 85 % 102;102;102;102;101;101 %
Purity HPLC
Unknown impurities each NMT 0.1 % ND
Sum of all impurities NMT 0.5 % ND
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absenceinl g negative
Uniformity of dosage units -
content uniformity
Acceptability value - AV NMT 15.0 1.6
Assay HPLC
Assay of tamsulosin 0.38 mg to 0.42 mg 0.40 mg
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Evaluation

complies

complies

complies
complies

complies

complies
complies

complies
complies

complies

complies
complies

complies

complies

complies
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Product FOKUSIN ®

Product number 12004768 Batch LIMS HV 725 619

Batch number 3481020 Released quantity 33516 PACKS
Dosage strength 0,4 mg

Dosage form capsules

Packaging size 30 cps. Date of analysis 29.10.2020
Manufacture date 13.10.2020 Specification L.S-001633-120220
Expiry date 30.09.2023 Marketing authorisation  LS-001633
Importing country Russia No.

GMID 682480

API lot: TAMSULOSIN HYDROCHLORIDE (NT), Manuf. batch: DU002, CHINOIN Pharmaceutical
and ChemicalWorks Private Co. Ltd, Té u, 1-5, 1045, Budapest, HU

[ I I

Conformity with the specification.

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality
control at the below mention site in full complience with the GMP requirements of the local Regulatory Authority and with the the
specifications in the Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging
and analysis records have been reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of
Health of the Russian Federation version of packaging and leaflet artworks.

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 Hlohovec, Slovak republic
Authorisation number : V-15/2019 Authorisation number : V-15/2019

GMP Certificate No : SK/019V/2020 GMP Certificate No : SK/019V/2020
Certified by QP: Holi¢kova Jaroslava Certified on: 13.11.2020
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