JTEKJAPAIISI O COOTBETCTBUH

JEKJIAPAHT, MPHHAMAIONIHI JEKJIAPAITHIO O COOTBETCTBUH

AO "Canoghu Poccus”

Ceedenun o pezucmpayuy opeanusayuu: Mescpaiionrian uncnexyun Pedepanvroii Kano2060i cayscbor Mo 46 no
2. Mocxkee 01.01.2008, OI'PH 1027739079940, dama npuceoenus OI'PH 19.08.2002.

Adpec: 125009, 2. Mocksa, yn. Teepcxas, 9. 22. Teneqpon/paxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanenviii Oupexmop Monxc O.A.

Hosepennoe nuyo: Cmenarnoe C.C., dosepennocms 6/n om 01.12.2017

3ASBJET, UTO
nexapcmeentoe cpedcmeo. Doxycun, kancyavt ¢ MoOuPuyuposarnvim eviceoboicoeruem 0.4 m2 10 wm.,

ynaxoexu sueiikoevie kowmypruie (9), nauxu xapmonnsie, PY Ne JIC-001633 om 01.04.2011 (dama samenor
13.04.2018) ewidarno AO "Canogpu Poccus”, cepun 3400819, napmus 10671 ynaxosox, zoden do 31.07.2022,
npouseodcmea Canexa Papmacviomuxanc a.c., Croeayxan Pecnybruxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hiohovec, Slovak Republic, xod OKITJ{2 21.20.10.174, xoé TH B3 3004900002,
xonmpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085347383 om 18.09.2019

COOTBETCTBYET TPEBOBAHHAM
JIC-001633-010411 wam. Ne 1-9

NEKJIAPAITASA IPAHATA HA OCHOBAHUH
npomoxon ucnvimanuit No 28860 om 24.09.2019 HJT 000 HI] "®APMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 /140, Cepmugpuxam POCC SK. OM08.C49182 om 25.09.2019

JATA-TIRAESTTAS JEKJIAPALIAM 25.09.2019
/| MEKJAPALI] NEMCTBUTEILHA 10 31.07.2022

S

| :r : Acse) ], Crenanos C.C.
()ex.fmpmgln.;." ®.1.0
CBEJEHUSA O PETHCTPAIIVI

OPT'AH 11O CEPTH®HKAITNH, 3APETHCTPHPOBABIIHAH JEKJIAPAI[HIO

RA.RU.11OM08 OPIAH I10 CEPTHOHKALHH IMTPONYKILHH OFLI[ECTBO C OTPAHHYEHHOM
OTBETCTBEHHOCTBIO "OKPY)KHOU IJEHTP KOHTPOJIT KAYECTBA",

adpec opzarusayuu: 115280, 2. Mockea, ya. Macmeproea, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoaa, 9. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oyxx.pg.

| AEKJIAPAITAA O COOTBETCTBHH 3APETACTPAPOBAHA M POCC RU J-SK.®M08.A.37754/19
JATA PETACTPAITUH 25.09.2019
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Crpannua 1 uz 2

Saneca
Pharmaceubicals

CepTudukar anajinza

Tamcynosnn (cnekTpaibHbI
AHANMH3)
Tamcynosud (Yd)

Cpennan macca xancysn

OII.HOPOII.HOCTI: NO3HPOBAHHKA O
Macce

Pactpopenue axTHBHo
thapmanesTHUECKOH cyGeTanUMA
yepes | vac

4epes 2 vaca
yepes 5 vacop
PoncreeHusse npumecn (BINKX)

HennenthdnuHposanHseie
EAMHHYHBIE PHMECH
Obuiee coaepranne npumeceit

MuxpoGuonornyeckas YHcToTa
- T'd XII, kareropus 3A

O6iuee qucno aapobHLIX
MHKPOOPTAHHIMOB
Obwee wneno rpubos

Orcyterere Escherichia coli

OnuopoanocTs AcdHpoBaHHA (N0
COAEPAHIHID)
Kputepuit npuemnemocts AV

KonnvecTBeHHo® cnpenenenue
(BIXKX)

KonHuecTREHHOE OnpeaeneHye
TAMCYJIO3MHA ruapoxnopuaa g |
Kancyne

COOTBETCTBHE CNEKTPOB
3194-371.2 wr

18/20 xanc. He Gonee £ 7,5 %, 2/20
kanc. ue Oonee + 15 % ot
YCTaHOBIEHHOH cpeaHell mMaccr

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

He Gonee 0,1 %

He Gonee 0.5 %

He Gonee 1 000 KOE/r

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

0,38-0.42 mr

CooTBeTcTBYET TpeGoBAHHAM e

TIpedykm DPOKYCHH®
Homep npodyxma 12004767 Cepua LIMS HV 709494
Hosyep cepuu 3400819 Pazmep sunyigennoi cepuu 10 671 ynakoBxn
Hozupoexa 0,4 mr
Jlexapemeennan gopua  kancynst
Pazvep ynaxoexu 90 kancyn Hama nposedenun anannsa 05.09.2019
Hama npouzeodcmea 15.08.2019 Creyucgpurayus JIC-001633-010411
fama uemevenua cpoxa  31.07.2022 Homep pezucmpayuoniozo JIC-001633
200HOCHU YOOCHmogepeHIA:
Cmpara-umnopinep Poccun Me
Henzsitanune Hopmm PeaynbTaThl
Onucanne
Onucaxne TBEPAbLE FKERATHHOBRIC Kaficy Nl Nel, | cooTBeTcTBYET
KOPNYC M KPbIEYKa TEMHO-CHHETO
UBETA, TIPO3PaYHBIE,
coepHaHuc Kancy:l: Gensle unu
noytH Besele MHKPONENIeThl
MeannHHOCTE
Tamcynosun (BIXX) COOTBETCTBHE BPEMEHH YAEPKHBAHHR | MOAOKHTENBHBIH Pe3ynsTaT

NOAGKHTENEHBIA pe3yikTar
3327 mr
COOTBETLTBYET

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

56; 63; 58; 62; 59, 62 %

103; 105; 105; 104; 100; 105 %
<0.05%

<0.05%

0 KOE/r

0 KOE/r
OTPHUATENEHBA pesyabTaT
3.0

0,40 Mr

HHPHKAUHE.

«Carena PapmatbrOTHKANC a,C.», Hutpuarcka 100, 920 27 Moroeeu, Cnoeaukan PecnyGnska
Ten.; (+421) 33 736 1111, @ake: (+421) 33 730 0890, E-mail: (+421) 33 730 0890, e-mail. saneca@saneca £om - www sanaca, com
ICO: 46 833 323 - IC DPH SK2023599842 - Tantabanka a.s - c.u 2920123416/1100

KoMMopuecia peitcT panossoro cyad Traass, pasaen 5. souepectassy 10601/T




Crpanuna 2 u3 2

CeprudukaT aHaM3a

Saneca

Pharmaceuticals

IIpodykm OOKYCHH®

Homep npodyxkma 12004767 Cepun LIMS HV

Howvep cepuu 3400819 Pasmep soinyiyennoli cepuu
Hozuposxa 0,4 mr

Jfexapemeennan thopyva kancynot

Pasyep ynaxoexu 90 kancyn Hama nposedenun ananusa
Hama npouzsodcmea 15.08.2019 Cneyugpuxayun

Hama ucmewenun cpoxa  31.07.2022 Hosep pecucmpayuonnozo
200n0Cmu yoocmoaepeHua:
Cmpana-usinopmep Poccun M

709494
10 671 ynaxosin

05.09.2019
JIC-001633-010411
JIC-001633

Hactosmmm s noaTsepsaaio, 4To BLILEYKAIaHHad HHPOPMALMA ABNACTCS BepHOH M TouHoit. [TpoK3BOACTBO AaHHOHK cepum
TIpoAYKTa, BKIIOMARA YTIAKOBKY K KOHTPOb KAYECTBA HA COOTBCTCTBYIOIMX 00BEKTAX, MOMHOCTLED COOTBETCTBYET TPEGOBAHHAM
Haanexaweii npousroncraentoii npaxtukd (GMP) EC, MeCTHBIX DEryAATOPHEIX OPraHoB, a TAKOKE CNELMBHKALINAM, YKA3AHHLIM B
PerHcTpaunonHOM YAOCTOBEPEHUM CTPaHBI-UMIOpTepa. [lo pesynsTatam nposepk 3anucell 0 NPOUBOACTRE, YRAKOBKE H aHATU3e
cepr ObUI0 YCTAHOBAEHO COOTRETCTRME TpeGosanuam GMP.

Paipeweno K npogance

TMpon3BoAcTEEHHAA NAOWAAKA} MecTo BLINYCKA H KOHTPONY KAYECTRA:
«CaHexa ®apmackioTHkanc a.c.», Hutprancka 100 «Caneka @apmaceloTrkanc a.c.», Hurpuancka 100
92027, oroseu, Cnopaukas Pecnybnnka 920 27 I'noroeew Pecnybanka Cnosakna
PerucrpaunonHeiit Homep: VL 059/13-2 Peructpatmonnwiii Homep: VL 059/13-2
Ceptuduxar GMP Ne: SK/09V/2017 Ceprhpukar GMP Ne: SKA09V/2017

YiBepkaeHo, ynoaHoMouenHoe xuuo: Kapnoasckan Mapuana [ara: 17.09.2019

«Canexa ®apmacbioTHKaN: a.c.», Hutphancra 100, 920 27 Morosey, Cnosaukas Pecny6nvka

Ten: (+421) 33 736 1111 dakc: {+421) 33 730 0850, E-mail: (+421) 33 730 0890, e-mail: saneca@saneca com - www SaNeca. com

ICO. 46 833 323 - IC DPH SK2023599842 - Tartabanka a.5 - c.u 2920123416/1100

KORMOPHECHHA PBNIGTE Parake0ro Cynd TMasd, paaaes Sa, nowep Beragen 10601T
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Certificate of analysis

Saneca
Pharmaceuticals

Product FOKUSIN®
Product number 12004767 Batch LIMS HV 709494
Baich number 3400819 Released quantity 10671 PACKS
Dosage strength 0,4 mg
Dosage form capsules
Packaging size 90 cps. Date of analysis 05.09.2019
Manufaciture date 15.08.2019 Specification LS-001633-010411
Expiry date 31.07.2022 Marketing authorisation LS-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 - specirally
Tamsulosin - UV correspondence of spectra positive
Average mass of 1 capsule 3194 mgto 371.2 mg 352.7 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%10 70 % 56,63,58;62;59,62 %
afler 5.hours NLT 85 % 103;105;105;104;100;105 %
Purity HPLC
Unknown impurities each NMT 0.1 % <0.05 %
Sum of all impurities NMT 0.5 % <0.05 %
Microbiological quality
- GF XlI, category 3A
Total aerobic bacteria NMT 1 000 CFU/g ¢ CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absencein 1 g negative
Uniformity of dosage units -
content uniformity
Acceptability value - AV NMT 15.0 30
Assay HPLC
Assay of tamsulosin 0.38 mg to 0.42 mg 040 mg
hydrochloride in 1 cps.
Conformity with the specification.

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovee - Slovenska republika
Tel: (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail. saneca@saneca com — www saneca.com

ICO: 48 833 323 - i€ DPH SK2023599842 - Tatrabanka as. - & 0 2020123416/1100
Obchodny register Okreensho sddu Tmavs, Oddet Sa Vioike Sslo 1000177



Page 2 of 2

Saneca
Pharmaceuticals

Certificate of analysis

Product FOKUSIN ®
Product number 12004767
Baich mimber 3400819
Dosage strength 0,4 mg
Dosage form capsules
Packaging size 90 cps.
Manufacture date 15.08.2019
Expiry date 31.07.2022
Importing country Russia

Batch LIMS HY 709494

Released quantity 10671 PACKS
Date of analysis 05.09.2019
Specification L§-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 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,

Manufacturing site:

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

GMP Certificate No : SK/009V/2017

g el g

Certified by QP: Karlovska Mariana

packaging and analysis records were reviewed and found to be in
compliance with GMP.

Release for sale

Quality control and release site:

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

GMP Certificate No : SK/009V/2017

Certified on: 17.09.2019

Saneca Pharmaceuticals a.s. - Nitrianska 100 - 920 27 Hiohovet - Slovenska republika
Tel (+421)33 736 1111, Fax: {+421} 33 730 0890, E-mail- saneca@saneca.com — www.Saneca.com
ICO: 46 833 323 - i OPH SK2023599842 - Tavabankaas & § 2920123416/1100

Cibchodny register Clussndho widy Tmavi. Oddiel $3. Viotke &iiia 10001T



