JAEKJIAPAIIUSA O COOTBETCTBHUH

JEKJIAPAHT, IPHHAMAIOIHH JEKJIAPAITHIO O COOTBETCTBHHA

AO "Canoghu Poccun"

Csedenusn o pezucmpayuu opzanusayuu: Medxcpaiionnas uncneiyus Pedepansroii Hanozo6oi cryactvr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OT'PH 19.08.2002.

Adpec: 125009, 2. Mocxea, yn. Teepckas, 0. 22. Tenegpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye. I'enepanvrotii oupexmop Mowuoic O.A.

Hoeepennoe nuyo: Cmenaros C.C., dogepennocmo 6/n om 01.12.2017

3ASIBJMIET, UTO
nexapcmeennoe cpedemso: Poxycun, kancyav: ¢ Moduuyuposannvim uiceobocoeruem 0.4 mz 10 wm.,

Ynaxoexu svetixoasie koumypHvie (9), nauxu xapmonnvie, PY Ne JIC-001633 om 01.04.2011 (dama 3amens
13.04.2018) evidano AO "Canogu Poccus”, cepus 3330619, napmus 10571 ynaxoeok, 200en 0o 31.05.2022,
npouseodcmea Canexa Papmacviomuxanc a.c., Crosayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, koo OKITJ]2 21.20.10.174, koo TH B3] 3004900002,
xowmpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085339094 om 04.07.2019

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

JAEKJIAPAITAA ITPHHATA HA OCHOBAHHH
npomoxon ucnoimanuti Ne 21270 om 11.07.2019 HJ/T 000 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 D140, Cepmugpuxam POCC SK. @M08.C43995 om 12.07.2019

ZIATARPHESITIS EKAPALI 12.07.2019
WILAPAHH}I NEACTBATENBHA AO 31.05.2022
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CBEJIEHHS O PETHUCTPAIIVIHA

OPTAH 110 CEPTH®HKAIIAH, 3APETHCTPAPOBABIN A JEKIAPAITAIO

RA.RU.11PM08 OPTAH ITO CEPTHOHKAIIHH ITPONVKI[HH OFU{ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOHM I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 3, nom. I, xom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, seb-
calim: oyxkx.po.

JEKJIAPAITASA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU JI-SK. @M08.4.29965/19
JATA PETHCTPAIIUHA 12.07.2019
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CepTudukar aHaamuza

Tamcyno3u (cnexrpanbHelii
aHanmn3)
Tamcynozuu (YD)

Cpennsa macca kancyn

OﬂHOpOﬂHOCTI: AO3IHPOBAHHUA MO
Macce

PacTBopeHHe AKTHBHOI
bapmauepTHyeckoii cyfcTanuHs
yepes | qac

qepes 2 Haca
wepes 5 wacos
Poncreennsie npumecu (BIXKX)

Hewzentudguumposanubie
CAXHHYHBIE NPAMECH
Oduwee conepxanne npumeceii

MukpoGuonornyeckas 4ncToTA
- I'd XI1, xateropus 3A

Obwee yucno aIpoGHLIX
MHKPOOPraHH3MoB
O6wee yucno rpubos

Orcyrcreue Escherichia coli

OpuopoaHocTh A03WpOBAHHKA (N0
COTEPIAHHIO)
Kpurepuit npuemnemoctu AV

KonnuecTeenHoe onpenenenne
(BIIKX)

Konu4ecTeeHHOE OnpeneneHue
TaMCYN03HHa rHApoxaopHIa B 1
Kancyne

COOTBETCTBHE CCKTPOB
319.4-371.2 mr

18/20 kanc. He Gonee = 7.5 %, 2120
kanc. He Gonee + 15 % ot
YCTaHOBREHHO# cpeaHeii Macchl

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

He Gonee 0,1 %

ne Sonece 0.5 %

ue Gonee 1 000 KOE/r

He Gonee 100 KOE/r
OTCYTCTBHE B | T
He Gonee 15,0

0.38-0,42 mr

Mpodykm POKYCHH®
Hosep npodyxma 12004767 Cepusn LIMS HV 707152
Hoyep cepun 3330619 Pazmep auinyugennots cepuu 10 571 YIIAKOBOK
Hozupoera 0,4 mr
JSlexapcmeennan opma  KancyJb
Pazvep ynaxosxu 90 kancyn Hama nposedenus anaauza 18.06.2019
Hama npouzecdcmea 03.06.2019 Cheyucbuxayus JIC-001633-010411
Hama uemesernust cpoxva  31.05.2022 Houmep pecucmpayuonnozo JIC-001633
200H0CmN yoocmosepenun.
Cmpana-usnopimep Poccun A
HenviTamse Hopmel PesyabraTh
Onucanue
Onwcanue TBEPILIE KENATHHOBBIE Karcynsl Nel, | cooTseTcrByeT
KOPTIYC M KPBILIEUKA TCMHO-CHHETO
LBETA, MPO3PaYHEIE;
cofiepxanue xancyn: Genste 1au
no4TH Gensbie MHKPOMENneThH!
Moanuunocts
Tamcynozun (BDXX) COOTBETCTBHE BPEMEHH YOCPKHBAHHA | NONOXUTENBHEBIR pe3ynbTar

MONOXUTENBHBLH PE3ybTAT
353.8 mr

COOTBETCTBYET

0;0;0,0;0:0%

59; 58, 57.55;:58;54 %

101; 102; 102; 100; 104; 100 %
<0.05%

<0.05%

0 KOE/r

0 KOE/ir
OTpHUUATENLHLIN pe3ynsTaT
44

0,40 Mr

CoorBeTcTByer TpeGoBaHHAM CNIELHPHKALIMK,

«Canera PapMacbiOTHKANC a.C.», Hutpuancka 100, 920 27 Mnoroseu, Cnosaukas PecnyGmika
Ten.: (+421) 33 736 1111, Qaxe: (+421) 33 730 0890, E-mail: {+421} 33 730 0830, e-mail saneca@saneca Com - www saneca com
1C0O: 46 833 323 - IC DPH SK2023599842 - Tantabanka a.s - c.u. 2920123416/1100

Kammepuecxin peractp panonnoro cyaa fuasy pasaen Sa. nomep Boraseu 10601T
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CepTuduxkar anaausa

Tipodyxm QOKYCHH®

Hosep npodyxma 12004767 Cepun LIMS HV 707152

Homep cepun 3330619 Pazmep avinyiyennoill cepuu 10571 ¥ITAKOBOK
Hozupoexa 0,4 Mr

Jexapcmeennan gopsa  KANCYAbLI

Pazmvep ynaxosxi 90 kancyn Hama nposedenus anaauza 18.06.2019

fama npouzeodeman 03.06.2019 Creyugbuxayus JIC-001633-010411
Hama uemeuenun cpoxa  31,05.2022 Howmep pezucmpayuonoeo JIC-001633
200H0CIN yoocniogepenua;

Cmpana-umnopmep Pocenn Ne

Hacroausm A noaTeEpKAalo, 4TO BEILEYKA3aHHAs HHQOpMaums ABNAeTcs BepHOM U TouHo#. [pousroacTeo nanuol cepun
MpoAYXTa, BKIKOYAA YNAKOBKY H KOHTPONE KAYECTBA HA COOTBETCTBYOIWHX 00BEKTaX, MOTHOCTBIO COOTBETCTBYET TPEOOBAHNAM
Haanesxaweit nponssoacteenuoit npaxtikn (GMP) EC, MecTHBIX perynaTopHLIX OPraHoB, a TAKKe creunuKauuss, yKa3aHHbIM B
Peructpaunotnom ya0CTOBEPEHHN CTPaHBI-HMNOpPTepa. [To pesynbTaram NpOBEPKH 3aMMCEii 0 MPOU3BOACTBE, YTAKOBKE H aHaNH3e
cepuu Obino ycTaHOBIEHO COOTBETCTBHE Tpeboranuam GMP,

PaipeweHo k apoaaxe

IMponseoncreennan naomanKa: MecTo BLINYCKA H KOHTPOJA KakecTBA:
«Caneka DapmaceloTHKanc a.c.», Hutpuatcka 100 «Cauera (PapamacsioTrkanc a.c.», Hurpuancka 100
92027, I'noroeew, Cnosaukas Pecny6nuka 920 27 I'noromeu Pecny6anka Cnosaxus
Peructpaunonunii Homep: VL 059/13-2 Perncrpaumonnsidi Homep: VL 059/13-2
Ceptidukar GMP Ne: SK/009V/2017 Ceprudurar GMP Ne: SK/009V/2017

YTBepaxaeno, ynonHomouennoe nuuo: ®apkacosa Imuaua  Jata: 01.07.2019

«CaHeKa PIpMacbIOTMKAAC 3.0.», HuTpuancka 100, 920 27 Mnorosey, Cnosaukan Pecny6nnka
Ten.: (+421} 33 736 1111, Dake (+421) 33 730 0890, E-mail- (+421) 33 730 0890, e-mail' saneca@saneca.com - www saneca. com

ICQ: 46 833 323 - 1IC DPH SK2023599842 - Tantabanka a.s - c.u 2920123416/1100
Kommiprocrad pafnctp panorsio cyAa Tuasa, paxgen 54 wouep scrascd 106017
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Certificate of analysis

Product FOKUSIN ®
Product number 12004767 Batch LIMS HV 707152
Batch number 3330619 Released quantity 10571 PACKS
Dosage strength 0,4 mg
Dosage form capsules
Packaging size 90 cps. Date of analysis 18.06.2019
Manufacture date 03.06.2019 Specification LS-001633-010411
Expiry date 31.05.2022 Marketing authorisation L5-001633
Importing 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
Identification
Tamsulosin - HPLC correspondence of retention positive
time
Tamsulosin - spectrally
Tamsulosin - UV correspondence of spectra positive
Average mass of 1 capsule 319.4 mg to 371.2 mg 3538 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 % to 70 % 59.58:57.55;58;54 %
after 5.hours NLT 85 % 101;102;102;100;104;100 %
Purity HPLC
Unknown impurities each NMT 0.1 % <0.05 %
Sum of all impurities NMT 0.5 % =0.05 %
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFu/g
Total Fungi NMT 100 CFU/g 0CFU/g
Absence of Escherichia coli absencein | g negative
Uniformity of dosage units -
content uniformity
Acceptability value - AV NMT 15.0 4.4
Assay HPLC
Assay of tamsulosin 0.38 mgto 0.42 mg 0.40 mg
hydrochloride in 1 cps.
Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitnanska 100 - 920 27 Hiohovec - Slovenska republika

Tel: (+421) 33 736 1111, Fax {(+421) 33 730 0880, E-mai: saneca@saneca.com — www,saneca. com

ICO 46 833 323 - 1C DPH SK2023599842 - Tatrabanka a s - & O 2020123416/1100

Obehodey regater Dikrosndha sidu Trava, Odded Sa. Viotka Sisis 1060177
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Certificate of analysis

Product

Product number
Batch number

Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
fmporting country

FOKUSIN ®

12004767
3330619

0,4 mg
capsules
S0 cps.
03.06.2019
31.05.2022
Russia

Batch LIMS HV 707152

Released quantity 10571 PACKS
Date of analysis 18.06.2019
Specification LS-001633-010411
Marketing authorisation LS-001633
No.

I hereby confirm that the above information is authentic and accurate. This batch of product has been manufactured including packaging
and quality contro] 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 Hlohovec, Slovak Republic

Authorisation number :

VL 059/13-2

GMP Certificate No : SK/009V/2017

Certified by QP:

Farka%ova Emilia

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 Certificate No : SK/009V/2017

Certified on: 01.07.2019

Saneca Pharmaceuticals a.s. - Nilianska 100 - 820 27 Hichovec - Slovenska republika
Tel: (421} 33 736 1111, Fax: (+421) 33 730 0890, E-mail: sanecasaneca com - www Saneca.com
ICO 45 833323 - IC DPH SK2023599842 - Tatrabanka as ~¢& U 2020123416/1100

Obchoday register Oluesndho sidu Trava. Oddief Sa Viotks Bisio 108017



