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ADU: Tamcynosuna ruapoxmnopuna (NT) cepust: DUOO1, Xuroun 3aBog dapManeBTHUSCKUX U XUMUIECKAX
npoaykroB 3A0, To u., 1-5,1045, Budapest, Hungary
HcnbiTanue Hopmbi Pe3yabTaThl Onenka
Onucanue
Onucanue TBepabie JKEJATUHOBBIE COOTBETCTBYET COOTBETCTBYET
karncynsl  Nel:  kopmyc 4
KpbILIEYKA:  TEMHO-  CHHEro|
LBeTa, [PO3pavHbIC;)
COJIEPIKHUMOE KarcyJi: Oeble niy|
MOYTH OeJIble MUKPOTICIUIETHI
opuHHOCTH
Tamcynosun -BOXX COOTBETCTBYET BpPEMEHU MOJIOKUTENBHBIN pe3ybTaT COOTBETCTBYET
YAep)KUBAHHS
TaMCy1034H -CIIeKTpajIbHO
Tamcynosun -YO COOTBETCTBYET CIEKTPY TTONORATEBHBI PE3yTBTAT cooTBeTCTRYET
Cpennsist macca | Karncysl 319,4 mr—371,2 mr 3432 mr COOTBETCTBYET
OIHOPOJHOCTH 110 Macce 18/20 Tabu. He Gonee +7,5 % COOTBETCTBYET COOTBETCTBYET
2/20 tabun. He 6onee 15 % ot
YCTaHOBJIGHHOM Cpe/iHel MacChl
PacrBopenune akTUBHOM
cy0cTaHuMH
Uepes 1 gac He 6onee 5 % 1;0;0;0;1;1 % COOTBETCTBYET
Yepes 2 yaca 50%- 70% 57,61,62;55;56;54 % COOTBETCTBYET
Yepes 5 1acos He meree 85% 100;100;99;99;100;98 % COOTBETCTBYET
Hpumecn BIKX
Ennanynas He 6onee 0,1 % He oGHapy»xeHO COOTBETCTBYET
HeuaeHTU(UIMpOBaHHAS
PUMeECh
CyMMma Beex npumeceit He 6omee 0,5 % He o6HapyxeHO COOTBETCTBYET
MuxkpoouoJoruyeckasi
YHUCTOTA T 16+
- I'® XII, kateropus 3A AN
£ e // 'S A .
O61ee Yncio a3poOHBIX He 6onee 1000 KOE/r 0 KOE/r 0 ki
MHKPOOPTaHU3MOB A © A
Ob6uiee gncio rpudoB He 6onee 100 KOE/r 0 KOE/r OTBETCTBYET _ b ﬂ
— — GO AHOQU EOCouas =iy
OtcyterBue Escherichia coli OTCYTCTBHE B | T OTPHLATENBHBIA pe3yabTaT [ - J:uxw\,w“_, eT —|] 9]
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Tamcynozuna ruapoxiopun (NT) cepus: DU001, Xunonn 3aBox @apMarieBTHUecKuX 1 XUMHYECKAX
mpoaykros 3A0, To u., 1-5,1045, Budapest, Hungary

OIHOpPOAHOCTH
J103UPOBaHHUSI-

ompe/eIeHA 0

KoauuecTBeHHOE

M0 KOJIMYECTBEHHOMY

onpenenenue (BIXKX)
KonuuectBo Tamcyno3una
ruapoxJyiopuaa B 1 xamcyie

He 6ouee 15,0

0,38 mr— 0,42 mr

2.8

0,40 mr

COOTBETCTBYET

COOTBCTCTBYCT

CooTBeTcTBYET TPeOOBAHUAM CHIeNMPUKALMH.

HacrostmuM st moaTBepk a0, 4To BBINIEyKa3aHHAs HHPOPMaNUs SIBIIETCs BEPHOH U TOUHOU. JlaHHas ceprst IPOU3BeaeHa, BKIIIOYast
YIIaKOBKYy M KOHTPOJb KadecTBa, Ha HIDKEYHNOMSHYTOH HMPOW3BOJICTBEHHOW IUIONIAJKE B MOJHOM COOTBETCTBHH C TpeOOBaHUSIMU
Hannexameii npousBoacTBeHHON mpakTUKu (GMP) MecTHBIX peryisTOpHBIX OpraHoB U clenu(puKanusiMu PerucTpannoHHOTO
YAOCTOBEPEHUs CTpaHbI-uMIopTepa- crnenudukamusmu Hopmatusroit JlokymeHTanuu. 3amicu 1O MPOU3BOJCTBY, YNAaKOBKE U
KOHTPOJIIO Ka4yecTBa CEepUHM OBbUIM IPOBEPEHbl M NpPU3HAHBI COOTBETCTBYIOIMMH TpeOoBaHusiM GMP. MapkupoBka B IMOJHOM
COOTBETCTBUM C MOCIEAHEH YTBEpXKAECHHOM B MuHHcTEpcTBe 3apaBooxpaHeHus Poccuiickoit @enepannu Bepcueld MaKeTOB
YIAKOBOYHBIX MaTE€PUAJIOB U MHCTPYKIUEH 10 IPUMEHECHHUIO.

HpOPBBO).ICTBeHHaﬂ miomaaka:

«Caneka dapmacbsroTukaic a.c.», Hurpuancka 100

920 27, I'morosen, CioBankas PecriyOsinka
Peructpanmonnsiii Homep: V-15/2019
Ceprudurar GMP Ne: SK/025V/2019

YTBep:keHo ynoJiHoMo4ueHHbIM JunoM: Karlovska Mariana

«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

Beinynieno k npoaaxe

KOHTPO.]'IL Ka4yeCTBa U BblIIyCKaOLIasl IJIoIIaJAKa:

«Caneka ®apmacproTikaic a.c.», Hurpuancka 100
920 27 I'morosen Pecniy6nuka CrioBakust
Peructparmonnsiii Homep: V-15/2019
Ceprupuxar GMP Ne: SK/025V/2019

www.saneca.com
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Certificate of analysis

Product FOKUSIN ®
Product number 12004768 Batch LIMS HV 719 558
Batch number 3250420 Released quantity 32724 PACKS
Dosage strength 0,4 mg
Dosage form capsules
Packaging size 30 cps. Date of analysis 14.05.2020
Manufacture date 22.04.2020 Specification LS-001633-120220
Expiry date 31.03.2023 Marketing authorisation ~ LS-001633
Importing country Russia No.
GMID 682480
API lot: TAMSULOSIN HYDROCHLORIDE (NT), Manuf. batch: DU00I, CHIN OIN Pharmaceutical
and ChemicalWorks Private Co. Ltd, Té u, 1-5, 1045, Budapest, HU
Test Limits Results Evaluation
Appearance
Description hard gelatin capsule nr.1: complies complies
body and cap: dark blue
transparent ;
capsule content: white or
off-white micropellets
Identification
Tamsulosin - HPLC correspondence of retention time | positive complies
Tamsulosin - spectrally
Tamsulosin - UV correspondence of spectra positive complies
Average mass of 1 capsule 319.4 mg to 371.2 mg 343.2 mg complies
Uniformity of mass 18/20 cps. NMT + 7.5 %, complies complies
2/20 cps. NMT =+ 15 % from
determined average mass
Dissolution of active substance
..... 0,
after 1.hour NMT 5 % 1;0;0;0;1;1 % complies
. . . . . 0,
after 2.hours 50 % to 70 % 57:61;62;55;56;54 % complies
. . . . . 0,
after 5.hours NLT 85 % 100;100;99;99;100;98 % complies
Purity HPLC
Unlenown impurities each NMT 0.1 % complies
Sum of all impurities NMT 0.5 % complies
Microbiological quality ' ?"';‘
- GF XII, category 3A 0 A
Total aerobic bacteria NMT 1 000 CFU/g i‘% complies
Total Fungi NMT 100 CFU/g J complies
Absence of Escherichia coli absencein1 g complies
Uniformity of dosage units -
content uniformity
Acceptability value - AV NMT 15.0 complies
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Certificate of analysis

Product FOKUSIN ®
Product number 12004768
Batch number 3250420
Dosage strength 0,4 mg
Dosage form capsules
Packaging size 30 cps.
Manufacture date 22.04.2020
Expiry date 31.03.2023
Importing country Russia

GMID 682480

Batch LIMS HV
Released quantity

719 558
32724 PACKS

Date of analysis 14.05.2020
Specification LS-001633-120220
Marketing authorisation  1.S-001633

No.

API lot: TAMSULOSIN HYDROCHLORIDE (NT), Manuf. batch: DU001, CHINOIN Pharmaceutical
and ChemicalWorks Private Co. Ltd, T6 u, 1-5, 1045, Budapest, HU

Assay HPLC

Assay of tamsulosin
hydrochloride in 1 cps.

0.38 mg to 0.42 mg

0.40 mg

complies

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.

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019

GMP Certificate No : SK/025V/2019

Holori 4

Certified by QP: Karlovskd Mariana

Saneca Pharmaceuticals a.s.

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019

GMP Certificate No : SK/025V/2019

Certified on:

26.05.2020
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