JEKJIAPAIIMSI O COOTBETCTBUH

AEKJIAPAHT, TIPAHUMAFOIIHIA AEKJIAPAITHIO O COOTBETCTBHH

AO "Canogu Poccusa”

Sapezucmpuposaro : Mescpaiionnas uncnexyus MEHC Poccuu Ne39 no z Mockee OF'PH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocxea, yx. Teepckas, d. 22. Teneghon/darc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepamsnuiii dupexmop Adamsn H.B,

Hosepennoe auyo: Cmenanos C.C., ooeepennocme 6/ om 01.12.2017 2.

3ASIBJISIET, UTO

AeKapcmeennoe cpedcmso: Jlozan, mabnemuu noxpeimsie naencurod oGorguxod 100 mz 10 uin., YHOKOGKH
AueUKOsbie KOHMYpHbie (9), nauxu kapmonnwie, PY Ne JICP-004055/10 on 07.05.2010 (0ama samenm
16.08.2017) eridano AO "Canopu Poccus”, cepus 2790818, napmus 5501 ynaxoaox, 20den do 31.07.2020,
npouseodcmea Canexa @apmaceiomuxanc a.c., Crosayxas Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, ko0 OKIIJ2 21.20.10.142, ko0 TH B3I 3004900002,
xoumpaxm Ne 250/40056192/F-2 om 20.10.2010, unsoiic Ne 9085307033 om 24.09.2018

COOTBETCTBYET TPEBOBAHHSIM

JICP-004055/10-070510 uam. Ne 1-7

AEKJIAPATIMS IPHHATA HA OCHOBAHUM

rponoxon ucnsimanuii Ne 2830 0 om 03.10.2018 HJI 000 HI] "®APMOEOPOHA " ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmughuxam POCC SK.OM08.C24193 om 03.10.2018

AATA HPHHATASA. JEKJIAPALIMH 03.10.2018

b

AEHCTBATENLHA IO 31,022020

‘ Crenanos C.C.
ﬂmueﬁ D.HN.0
" CBEXEHMSI O PETHCTPALIAN

OPT'AH IO CEPTUOHKALIVH, 3APETHCTPHUPOBABHINIA JAEKJIAPAIIHIO

RA.RU. 11 DMO8 OPI4H ITO CEPT, HOHKAIHH HPONVKITHH OBLIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH IIEHTP KOHTPOJIA KA YECTBA",

aopec opzanuzayuu: 115280, 2. Mocxkea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmepxoea, 9. 4, sm. 5., men. :(495)788-02-88, set-
caiint: oyxx.peh,

JAEKITAPAIIMSA O COOTBETCTBHHA SAPETMCTPHPOBAHA N POCC RU JI-SK.DM08.4.02895/18
AATA PETUCTPAIIMH 03.10.2018

)
. e ’f’f ‘ Hunesxo U.B.
(momnuein < Pyxoromurens OC
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Caneka @apmacbloTikanc a.c., Ciosaukas Pecrybmika

Hurpuancka 100, 920 27 FCnarosen

CEPTH®HKAT AHAJIMN3A

Jlosan, TabmeTKH, HOKPBITHIE WIeR0IHOH 060m0uKoii 100 mr Ne 90

Jara usrotoraenus: 09/08/2018
31/07/2020

lonen no:
Cepus: 2790818

HII JICP-004055/10-070510

IMTOKA3ATE/1b HOPMbI PE3VYIIBTATBI
Onucanue IIPOJOJITOBATHIEC JBOAKOBBINYKIILIE COOTBETCTBYET
TabNeTKH, IOKPLITHIE TICHOYHOH
obonoukoit ot GeNoro 10 HOYTH Genoro
LBETA, C PUCKOH ¢ 0GenX CTOPOH
Hopmannocers (BI2KX)
- Jlosapran kanus Rt (0bpasua) = Rt (cranmapTa) COOTBETCTBYET
- Cpeansis Macca 1 TabmeTkn o1 0,3933 r 10 0,4347 1 0,4102 r
- OIHOPOZHOCTE MO Macce Esp. ®apmaxonies (2.9.5) COOTBETCTBYET
- OJIHOPOIHOCTH MO Macce EBp. ®apmakornes (2.9.5) COOTBETCTBYET
HOJENIEHHBIX Ta0NeToK
- PacmamaeMocTs B BOJIE He fonee 30 MAHYT 3 MuH
PacTtBopeHue He MeHee 75% (Q) uepes 30 MunyT COOTBETCTBYET
INocroponnne npumecn (BIXKX)
- Mzomep nozaprana He Oonee 0,2% COOTBETCTRYET
- [lpyrue euHUYHbBIE APHMECH ne donee 0,2% <0.05%
- Cymma mpumeceit He Gonee 0,5% <0.05%
Mukpobtuoiorngeckan YMcToTa I'® XI1, kateropus 3A COOTBETCTBYET
KoanvecrsenHoe onpexenenne
- Jlozapran xanus B 1 Tabnerxe ot 0,0950 r 5o 0,1050 r 0,0979 r

3AKIIIOYEHME: CootseTcTBYET TpebOBaHMAM CHIEIH(HKALH,

Hacrosiuum s noareepsxaaio, 4to HHGOPMALMs, HPEACTABRCHHAS BhILIE, ABIACTCA NOUMHEOMN 1
AOCTOBEPHOH. [JlaHHasi IMapTHs NpPoOAyKTa Oblia NPOM3BEJCHA, BKIOUYAA YIAKOBKY/MApKHUPOBKY H
KOHTPO/Ib Ka4decTBa, HAa YKa3aHHOM INPEMIPUATHH(AX) B TOJIHOM COOTBETCTBHH C TPeGOBAHHIMH
Hamnexame#t nponssoacteennoii npaxtuxy (GMP) MECTHOIO KOHTPONHPYIOIET0 OPraHa, a TAKIKE CO
CIeHUKAUNSIMY, YKA3aHHBIME B PerucTpalHOHHOM YJIOCTOBEPEHHH CTPaHBI-MMIIOPTEpa MIH
(haiinom cneumpuKanEyE 118 HCCHEAyeMBIX MEIUUMHCKAX IpenaparoB. OT4eTs! ¢ IPOH3BOICTBE,
YTIAKOBKE ¥ aHaIH3€ CepHE OBIM NPOBEPEHBI M IIPH3HAHLI COOTBETCTBYIOMMMH TpeGoBanmam GMP

Pemenue: Brimywen 17/09/2018

YnonHoMoueRHOe nuno; Farkasova Emilia

AQ «Canodm Poccnas

Aapec: 125009, Mocksa, yn. Teeporas, 22, Ten.: (495) 721-1400. Gake; (495) 721-1411. www sanofi ris
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Certificate of analysis

Saneca

Fharmaceutcals

Product LLOZAF &
Product number 12004776 Barch LIMS HY 648002
Batch number 2750818 Released quantity 5301 PACKS
Dosage strength 106 mg
Dosage form film-coated tabiels
Packaging size 90 1bl Date of analvsis 30.08.2018
Manufaciure dare 0(9.08.2018 Specification LSR-004055/10-070510
Expiry date 31.07.2020 Marketing authorisation LSR-004055/10
Importing country Russia No.
Test Limits Resalts
Appearagce
Description white 10 off-white,oval, complies
biconvex film-coated tablets,
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive
Average weight of 1 tablet 03933 gto 04347 ¢ 0.4102 g
Mass variation 18/20 tb]. NMT # 5 %, complies
2/20 tbl. NMT £ 10 % from
determined average mass
Uniformity of mass of divided tablets 18/20 half thl. NMT = 7.5 %, complies
2/20 half th] NMT = 15 %
from determined average mass
Disintegration time in water NMT 30 min 3 min
Dissolution active substance
after 30 min. (Q) NLT 75 % 99;98;101,98;100;99 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % <(.05 %
Sum of impurities NMT 0.5 % <0.05 %
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1000 CFU/g 0 CFu/g
Total Fungi NMT 100 CFLi/g 0 CFUg
Absence of Escherichia coli absencein I g negative
Content
Losartan potassiwm in | tb. 0.0350gto 0.1050 ¢ 0.0979 g

Conformity with the specification.
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Certificate of analysis

Sanecs

Pharmaceuti

Fal

Product LOZAP®
Product member 12004776

Barch number 2790818

Dosage strength 100 mg

Dosage foru film-coated tablets
Packaging size S0 tbl
Manufaciure date 09.08.2018

Lxpiry date 31.07.2020
Importing cowntry Russia

Barch LIS R 648002

Released guantiny 5501 PACKS
Date of analysis 36.08.2018
Specification LSR-004055/16-070510

Marketing authorisarion

No.

LSR-004055/10

t hereby confirm that the abave information is authentic and accurate. This batch of
and quality contro] at site fuily operating in compliance with EL} GMP requirements,
authorisation of the importing country. The batch processing,

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hiohovec, Slovak Republic
Authorisation number 1 VL 059/13-2
GMP Centificate No : SK/009V/2017

Certified by QP: Farkasova Emilia 'J,//F

Release for sale

Quality control and release site:

Sancca Pharmaceuticals a.s. Nitrianska 100
920 27 Hlohovec, Slovak Republic
Authorisation number ; VL 059/13-2
GMP Certificate No : SK/009V/2017

Certified on: 17.00.2018

Saneca Pharmaceuticals a.8, - Nitrignsks 100 - 920 27 Hichoves - Slovenské republika

Tel (+427333 736 1111 Faw (+4777 33 730 DSYD E-ma S&recallsEneca Com - WwWiw . SENEca Com
IC0 46 853 223 - 10 DPH SK202250%842 — Tatrabankaa s ~ & o Z32012341601100

Cuntetng siietne Grlibonle tod Tinaes Ceitee!l Sz Woka disie 106G

product has been manufactured including packaging
the local Regulatory Authority and the marketing
packaging and analysis records were reviewed and found to be in

compliance with GMP.
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