JTEKJAPAIIAS O COOTBETCTBHAM

JEKJIAPAHT, IPHHUMAIOIIHN JEKJAPAIIIO O COOTBETCTBHH

AO "Canogpu Poccun"

Ceedenun 0 pezucmpayuu opzarusayuu: Mesicpaiionnan uncnexyjus Pedepanvrol nanozoeoti cayxctvi Ne 46 no
2 Mocxee 01.01.2008, OI'PH 1027739079940, dama npucsoenus OT'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepcxan, 0. 22. Teredpon/paxc: 8 (493) 721-14-00/ 721-14-11

B auye: Ienepanvrwiii dupexmop Mownxc O.A4.

Jlosepennoe nuyo: Knoxoea I0.C., doeepennocmp 6/x om 01.12.2017

|
3AABJIAET, UTO

nexapcmeennoe cpedcmeo: POXYCUH, KANCYIb: ¢ MOOUDUYUPOSaHHbIM 8uico00COeHUeM 0.4 M2 10 wem.,
| ynawoexu Auelikosbie XOHMYpPRYbie (3), nauxu xapmonnsie, PY Ne JIC-001633 om 01.04.2011 (dama 3amensi
| 13.04.2018) esidano AO "Canodu Poccur”, cepus 3460819, napmun 32234 ynarosox, 200ex do 31.07.2022,

| mpouseodcmea Canexa PapmacslOMuKanc a.c., Cnoeayxan Pecnybnuxa, Saneca Pharmaceuticals a.s.,
| Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xo0 OKITJ2 21.20.10.174, xod TH B3 3004900002,
| xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085349653 om 09.10. 2019

COOTBETCTBYET TPEBOBAHHAM

JIC-001633-010411 uzm. Mo I-9

JEKJIAPAITHS NIPHHATA HA OCHOBAHAH

npomoxon ucnuimanuti Ne 31140 om 22.10.2019 H/T OO0 HIJ "DAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmucpuxam POCC SK.OM08.C51777 om 22.10.2019

s ATERE Ty

DATATIPHHSTE 51 JIEXTAPALIMN 22.10.2019
HAPATIAS mﬁqmmmm O 31.07.2022
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CBEJEHMS O PETHCTPAIINHA

OPTAH IO CEPTH®HKAIINH, 3APETICTPUPOBABIIMH JEKJIAPAIIAIO

RA.RU. 11 ©M08 OPTAH 110 CEPTH®HKALMH ITPOSYKIHH OBLIECTBO C OTrPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)XHOH LEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuw: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no

cepmudpurayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxoea, 0. 4, 3m. 5., men. :(495)788-02-88, aeb-

caiim: oyxx.pe.
AT O COOTBETCTBHH 3APETHCTPHPOBAHA & POCC RU JI-SK.®@M08.4.41360/19

'.:“D)h ) JHunenko UB.

TIOAMMED Pyroeomurens OC
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CepTHdukar aHaiu3a

TaMcyno3uH (cnekTpanbHutil
aHaNK3)
Tamcynozuun (Yd)

Cpeanas Macca kancyn

OJIHOIJOIIHOCTI: JO3UPOBAHHUA N0
Macce

PacTtsopenue akTuBHo#H
dapmauesTHeckoii cyGeranunu
uepe3 1 vac

yepe3 2 yaca
4epes 5 yacos
PoacTeenHbie npumec (BIXKX)

Henaeutnduunpopantsie
COHHHYIHBIC TIPHMCCH

O6imee coneprxanue npumecet
Mukpobuonoruveckan uucToTa
- I'd XI1, kareropua 3A

O6wee yucno a3pobHLIX
MHKPOOPraHH3MOB
O6tee yucno rpubos

Orcytcrene Escherichia coli

OpHopoaKocT A03HpoBaHHA (no
COMEPIRAHHID)
Kputepuii npuemnemocta AV

KoanyecTaeHHoe onpeneneuyue
(BIKX)

KeonuyectenHoe onpeaencuue
TaMCYNI03NHA THApoXnopyaa B 1
Kancyne

COUTBETCTBHE CMICKTPOB
3194-371.2 Mr

18/20 kanc. ue Gonee + 7.5 %, 2/20
Kanc. He Oontee £ 15 % ot
YCTaHOBAEHHOH cpeqHei Macchl

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

He Gonee 0,1 %

He Gonee 0,5 %

#e Oonee [ 000 KOE/r

ue 6onee 100 KOE/r
OTCYTCTBHE B I T
He Gonee 15,0

0,38-0,42 Mr

CooTBeTcTRYET TPeOORAHHAM CIe

Tpodyxm POKYCHH®
Howmep npodyxma 12004768 Cepun LIMS HV 709744
Homep cepuu 3460819 Pazmep suinyujernnoti cepuu 31 234 YIIAKOBOK
Hozupoera 0,4 mr
Jlexapcmeennan opma  Kancynab
Pazmep ynaxosxu 30 kancyn Hama npoeedenun ananuza 12.09.2019
Hama npoussodcmesa 23.08.2019 Creyuchuxayn JIC-001633-010411
Hama uemeuenus cpoxa  31.07.2022 Howmep pecucmpayuonnozo JIC-001633
200HOCmY yoocmosepenua:
Cmpana-umnopmep Poccus 2
Heneiranne Hepmut Pelynstarh
Onucanne
Onucanue TBEPILIC MENAaTHHOBLIE Kancynbl Nel, | cooTBeTCcTBYET
KOPIIYC M KPBIIEYKA TEMHO-CHHETO
LBETA, TIPO3PAYHEIE;
conepxanue kancym: Gensie wnu
nouTH Genble MHKpONENNeTt
IToanunuoCTE
Tamcynosud (B3MX) COOTBETCTBHE BPEMEHH YREPKUBAHUA | MONOXKHUTENLHEIH pe3yneTar

NONOKHUTENbHBIH pe3ynsTar
3534 mr

COOTBETCTBYET

0,0;0,0,0,0%
60; 65; 62, 63; 59; 60 %
108; 108; 107; 108; 107; 106 %

n'o

0%

0 KOE/r

0 KOE/r
OTpHUATENBHBIH pE3yNLTaT
37

0,40 Mr

UHHKALHH,

«Canera PapmacblOTURanC a.c.», HuTpnancxa 100, 920 27 Mnorosew. Cnosauxan Pecnybnuka
Ten : (+421) 33 736 1111, ®axc (+421) 33 730 0830, E-mail: {(+421) 33 730 0890, e-mail: saneca@saneca.com - www.5aneca. com

CQr 46 833 323 - IC DPH SK2023599842 - Tartabanka a.s - c.u. 2920123416/1100
Kot prace i PEricTp ol o ey aa Twasa, pasgen Se vomep sctagun 1060 4T
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CepTHdukaT aHaaH3a

TIpodyxm GDOKYCHH®

Homep npodyxma 12004768 Cepun LIMS HV 709744

Howmep cepuu 3460819 Pazmep sutnyuyennodl cepuu 31 234 YIIAKOBOK
Hozupoaxa 0,4 mr

Jexapcmeennan dopma  kancynsl

Paimep ynaxosxu 30 kancyn Hama npogedenus ananusa 12.09.2019

Hama npouzecdcmea 23.08.2019 Cneyugpuxaiun JIC-001633-010411
Hama uemevenun cpoka  31.07.2022 Honmep pezucmpayuonnozo JIC-001633
200HOCHIN ydocmosepenus:

Cmpana-usnopmep Poccus Mo

Hacroswmim 3 noaTeepxaalo, 4To BbllieykazaHHas HHopMaLua AsaAeTcA BepHoii M Touuol. [TporasoacTee TanHON cepuu
NpOAYKTA, BKI0YAA YNAKOBKY H KOHTPOJIb KAYECTBA HA COOTBCTCTBYIOMHX 06BEKTAX, NONHOCTHEG COOTBETCTBYET TpeSoBaHHAM
Hannexawmei nponssoncteennol npaxrnky (GMP) EC, MECTHBIX perysTOpHBIX OpTaHOB, a Takke ceLH(UKALNAM, YKA3aHHbIM B
PerucrpauioHHoM yIoCTOBEPEHHH CTPaHBI-UMNopTepa. [To pe3ynbTaTam npoBepku 3anucedl 0 POHIBOACTEE, YNAKOBKE H aHaNH3e
cepHH OBINO YCTaHOBIIEHO COOTBETCTRHE TpebosanaM GMP,

PajperueHo Kk npoaaxe

TponiBoACTREHHAN NACIRAAKAS MecTO BLINYCKA H KORTPONA KAYecTBA:
«Canexa PapmacbloThkarnc a.c.», Hurpuarcka 100 «Canexa ®apmacbioThkanc a.c.», Hurpuancka 100
92027, T'rorosew;, CnoBaukas Pecny6nuka 920 27 I'norosen Peciy6anka Cnosakus
Peructpaurounsiii Homep: VL 059/13-2 PerncTpausonnsiit Homep: VL 059/13-2
Ceprudnkar GMP Ne: SK/009V/2017 Cepthdukar GMP Ne: SK/009V/2017
¥Teepxaeno, ynonHomoueHHoe anuo: I'yrnawosa Mapus Jarta: 17.09.2019

«CaHena DapmaceloTWRANG a.c.», Hurphakcka 100, 920 27 Mnoroeey, Cnopaukan PecnyBnuxa
Ten:{+421)33 736 1111 @akc: (+421) 33 730 0890, E-mail (+421) 33 730 0890, e-mail: saneca@saneca.com - www $aneca com
1C0O: 46 833 323 - IC DPH SK2023599842 - Tarntabanka a.s - c.u. 29201234 16/1100

Kemmaguectnit peinctp palicanoro cyna Taasa, painen $a. wauep scraesy 106917
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Certificate of analysis

Saneca

Pharmaceuticals

Product FOKUSIN ®
Product number 12004768 Batch LIMS HV 709744
Batch number 3460819 Released quantity 32234 PACKS
Dosage strength 0,4 mg
Dosage form capsules
Packaging size 30 cps. Date of analysis 12.09.2019
Manufacture date 23.08.2019 Specification LS-001633-010411
Expiry date 31.07.2022 Marketing authorisation LS-001633
Importing couniry Russia No.
Test Limits Results
Appearance
Description hard gelatin capsule nr.1: complies
bedy 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 | capsule 3194 mgto371.2 mg 3534 mg
Uniformity of mass 18/20 cps. NMT £ 7.5 %, complies
2/20 cps. NMT = 15 % from
determined average mass
Dissolution of active substance
afier 1.hour NMT 5 % 0,0;0;0:0;0 %
after 2.hours 50 % to 70 % 60;65;62:63,59:60 %
after 5.hours NLT 85 % 108;108;107;108;107;106 %5
Purity HPLC
Unlnown impurities each NMT 0.1 % ND
Sum of all impurities NMT 0.5 % 0%
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFUig
Absence of Escherichia coli absenceinl g negative
Uniformity of dosage units -
content uniformity
Acceptability value - AV NMT 15.0 1.7
Assay HPLC
Assay of tamsulosin 0.38 mg to 0.42 mg 0.40 mg
hydrochloride in | cps.

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Mitnanska 100 - 920 27 Hichovec - Siovenska republika

Tel: (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail. saneca@@saneca com - www.5aneca com

ICO 48 833 323 - IC DPH: 5K2023569842 - Tatrabanka as. - & ( 2020123416/1100

Obchodrry mgister Okfesndho widu Tmeva Oddel 5a Violka liske 10800T



Saneca

Pharmaceuticals
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Certificate of analysis

Product

Product number
Batch number

Dosage strength
Dosage form
Packaging size
Manufacture date
Expiry date
Importing couniry

FOKUSIN ®

12004768 Batch LIMS HV 709744

3460819 Released quantity 32234 PACKS
0,4 mg

capsules

30 cps. Date of analysis 12.09.2019
23.08.2019 Specification LS-001633-010411
31.07.2022 Marketing authorisation LS-001633

Russia 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, packaging and analysis records were reviewed and found to be in

compliance with GMP.

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/009V/2017 GMP Certificate No : SK/009V/2017
Certified by QP: Gula3ov, ia Certified on: 17.09.2019

Saneca Pharmaceuticals a.s. - Nitianska 100 - 920 27 Hiohovet - Slovenskd republika

Tel: (+#421) 33 736 1111, Fax: (+421) 33 730 0890. E-mazil: saneca@saneca com - www saneca.com
KO 46 833323 - IC DPH: SK2023500842 - Tatrabanka 0.5, - &  2920123416/1100

Obchodny registe Oxresndha sude Tmawa Oddiel Sa Viotks ivio 1080177



Saneca
Pharmaceuticals
Prehlasenie

Pripravok: ITOPRID PMCS 50 mg
Cislo pripr. : 60080310

Sila: 50 mg

Liekova forma: obalené tablety
Typ balenia: blister

Vel’kost’ balenia: 100 thl,
Sarza: 7090519

Exspiracia: 0524

Datum adjustdcie: 02.09.2019
Pocet baleni: 7 057 baleni
Teritérium: SK

Meno a adresa baliaceho miesta:
Saneca Pharmaceuticals a.s , Nitrianska 100
920 27 Hichovec, Slovak republic

Vyrobné povolenie: V-15/2019

SVP certifikdt ¢.: SK/009v/2017

Odchylky: nie

Tymto prehlasujem, ze balenie pripravku a priebezna kontrola pocas
adjustacie boli vykonané na hore uvedenom mieste, plne v sulade

s poZiadavkami EU spravnej vyrobnej praxe a na zaklade zmluvy

o kvalite.

Schvilené pre zakaznika

- .-'/
Lppli €
QP: Mariana Karlovska datum: 05.09.2019

Saneca Pharmaceuticals a.s. - Nitnanska 100 - 920 27 Hiohovec - Stovenska republika
Tet (+421) 33 736 1111, Fax: (+421) 33 730 0890, E-mail saneca@saneca.com - www saneca com

ICO 46 833323 - I& DPH SK2023599842 — Tatrabanka a.s. = & i 2920123416/1100
Obchodry fegister Dxrosnsho sudu Tmava, Oddel Sa, \io2ka Hslo 10601T



