AEKJIAPAIIVSI O COOTBETCTBUH

| ZAEKJIAPAHT, TPHUHHUMA ORI T AEKJIAPAIIAIO O COOTBETCTBHI

AO "Canoghu Poccus”

3apezucmpupogano : Mexcpationnas uncnexyus MHC Poccuu Ne39 no 2. Mockse OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mockea, yn. Teepckasn, 0. 22. Teneghon:8 (495) 721-14-00

B nuye: Fenepanvuwiii oupexmop Adamsan H.B.

Aosepennoe muyo: Knoxosa 10.C., Oosepennocme 6/u om 01.12.2017

3AABJSIET, YTO

Aekapcmeennoe cpedcmso. Jlozan, mabremxu nOKpvimbie nAEHOYNOI obonourodi 50 mz 10 wm., ynaxoexu
Avelixogvie KoHnypHote (6), nauxi xapmontivie, PY Ne IT N015897/01 om 30.11.2009 (Oama 3amenw
16.08.2017) swidano AQ "Canoghu Poccun”, cepusn 2640618, napmus 24668 ynarosox, 20den do 31. 05.2020,
npouseoocmea Canexa Gapmacsiomuxanc a.c., Chosayran Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, xo0 OKII2 21.20.10.142, kod TH B3] 3004900002,
Konmparm Ne 250/40056192/F-2 om 20.10.201 0, unsoiic Ne 9085305874 om 13.09.2018

COOTBETCTBYET TPEBEOBAHMAM
I N015897/01-301109 usm. No 1-8

| AEKJAPATIMS IPHMHATA HA OCHOBAHIH

hpomoxon ucnvimanuii Ne 2741 0 om 21.09.2018 HJI 000 HI "®APMOEOPOHA", ammecmam
axxkpedumayuu POCC RU.0001.21 ®J140, Cepmugpuxam POCC SK.OMOS.C23335 om 21.09.2018

Knoxosa JO.C.
©.H1.0

CBEJEHWS O PETHUCTPAITAN

OPT'AH IIO CEPTU®HUKAIINMA, SAPELHCT. PHPOBABIIII JEKJIAPATIIO
RA.RU.11QMO8 OPTAH IIO CEPT, HOHRALIHH HTPOITVKI[HH OBIJECTBO C OTPAHHYEHHOE
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTRA"

| adpec opzanusayuu: 115280, . Mocxea, yn. Macmepxosa, d. 4, sm. 3, nom. I, kom. 1, adpec opeana no

cepmugpurayuy: 115280, POCCHA, 20pod Mocxea, yn. Macmeprosa, 0. 4, om. 3., men.:(495)788-02-88, aeb-
caiim. oyxkr.pg.

AEKJIAPATIFS O COOTBETCTBUH 3APETMCTPHPOBAHA M POCCRU A-SK.DPM08.A.01648/18
AATA PEEMCTPAXIAN 24.09.2018
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SANOFI

Caneka ®apmachioTukaic a.c., Cnosauxas PecnyGinka
Hurpuaticka 100, 920 27 Iiaroseu

CEPTH®HKAT AHAJIM3A

Jlozan, TalJeTKH, NOKPHITHIE ILAeHOYHOH 060109K0# 50 Mr Ne 60

Hata uzrotosnenus: 22/06/2018

INonen no:
Cepus: 2640618

HJ TINO15897/01-301109

31/05/2020

MMOKA3ATEJIb HOPMBbI PEIYJILTATHI
Onucanue benble Mny nouTyH Genbie NPOAOATOBATHIE CootTetcTRYeT
JBOSKOBBIIYK/Ible TAONETKH, ITOKPBITLIE
ECHOYHOH 000M104KO#, ¢ pUCKOH ¢ 0Benx
CTOPOH
[ToanuunoCTL
- Jlozapran xamus (BOXKX) Cooteerctryer RT NIOJIOIKUTENIBHO
Cpennsas Macca 1 tabnerox 0,2080 r+ 5 %, 02071 r
OxHopoaHOCTS
- N0 Macce Tpeboranne Esp. ®apmakonen COOTBETCTBYET
- 10 Macce nozenelHkbixX Tabnerok | TpeGosanue Esp. Mapmakoneu COOTBETCTRYET
Pacnagaemocts Egp. ®apm.He 60a¢e 30 mun 7 MuH
PacTeopenne He MeHee 75% uepes 30 mun (Q) COOTBETCTBYET
Tlpumecu (B3XKX)
- H30MEp J103apTaHa ue bonee 0,2% COOTBETCTBYET
- APYFHe €AMHHYHBIE NPHUMECH He Honee 0,2% <0.05%
- CYMMa npuMeceil He Gonee 0,5% <0.05%
Konnuecrsennoe onpeaenenne
(B3XKX)
- Jlozaprana kanus B 1 1a6n, ot 0,0475 r 1o 0,0525 1 0,0499 r
Mukpobuonornueckas ynuerora
-, XII KaTeropus 3A COOTBETCTBYET

3AKJIIOYEHHE: CootseTcTByeT TpeGOBaHESIM CIICIHBHKAIHY.

3ech A MOATBEPX /1AM, YTO MPHBE/ICHHAS BBl MH(POPMALHSA sSBASETCS IPaBHJIBLHOH W TOUHOM.
Jannas cepHs NpoJyKTa IPOM3BEREHA, BKIIIOUAs YTIAKOBKY/MapKHPOBKY M KOHTPOJb KAYECTBA, Ha
YKa3aHHOH HMKe IPOM3BOJCTBEHHOH IUIOHIAJKE B HONHOM COOTBETCTBHM Tpedoranuam GMP
MECTHOTO PErMCTPALHOHHOTO OpraHa M 3aperdCTPHPOBAHHOH Ha pBIEKE CTPAHBI-MMIIOpPTEpa
crienn(UKaLME UM HOPMATHBHOH JOKYMECHTAUMHM HA TPOAYKT JUIL HCCE/YEMBIX MEIUHHHCKHX
npenaparos. 3anucH MPOH3BOACTBEHHOTO MPOLecca, YIIAKOBKH H aHAIH3a [[POBEPEHBI U HPH3HAHEB
COOTBETCTRYIOIAMH TpeboBanusM GMP.

Pemenne: Bemymen 06/09/2018 YnoaHoMouenHoe nuno; Holickova Jarosiava

AO «CaHodu Poccnas
Aapec: 125009, Mockea, yn. Teepexan, 22. Ten.: {495) 721-1400. dakc: (495) 721-1411, www sanofiru
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Certificate of analysis

Product LOZAP &
Product number 12004780 Barch LIMS HI 645989
Barch number 2640618 Released quantity 24668 PACKS
Dosage strength 50 mg
Posage form film-coated tablets
Packaging size 60 1bl Date of analysis 18.07.2018
Muanufacture date 22.06.2018 Specification P NO15897/01-301109
FExpiry date 31.05.2020 Marketing authorisation P N015897/01
fmporting country Russia Vo
Test Limits Results
Appearance - 7
Description white to off-white,oval, complies
biconvex film-coated tablets,
half-scored on both sides
Identification
Losartan potassium  (HPLC) identical RT positive
Average weight of | tablet 0.1976g100.2184 g 02071 g
Mass variation 18/20 tbl. NMT + 7.5 %, complies

2/20 thl. NMT £ 15 % from
determined average mass
Uniformity of mass of divided tablets 18/20 half tbl. NMT = 7.5 %, complies
2/20 half tbl. NMT £ 15 %
from determined average mass

Disintegration time in water NMT 30 min 7 min
Dissolution active substance
after 30 min. (Q) NLET75% 97;98;97:99:98.99 %
Purity HPLC
Losartan isomer NMT 0.2 % ND
Other impurities each NMT 0.2 % <0.05 %
Sum of all impurities NMT 0.5 % <0.05 %
Content
Losartan potassium in 1 tbl. 004751000525 ¢ 0.0499 g

Microbiological quality
- GF X1, category 3A

Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFU/g
Absence of Escherichia coli absencein ] g negative

Conformity with the specification.

Saneca Pharmaceuticals a.s. - Ninanska 100 - 920 27 Hiohoveo - Slovenska republika

SE TV Fax (4421) 33 730 GBRU. E-mal sanecai@suneca Com — wiww . SaNELa oom
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Certificate of analysis

Product LOZAP &
Product mumber 12004780

Baich number 2640618

Dasage strength 50 mg

Dosage form film-coated tablets
Puckaging size 60 thi
Manufactre date 22062018

Expiry date 31.05.2020
Importing country Russia

Bateh LIMS HT 645989

Released quantin: 24668 PACKS
Dare of analyxis 18.07.2018
Specificarion P NO15897/01-301109
Marketing authorisation P NO15897/01
Neo.

[ 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 focal 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,

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: Holickova Jaroslava
Yooos Y

Release for sale

Quality control and release site:

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

Certified on: 06.09.2018

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

Tet (142133736 11171 Fan (+421)33 7300

880, E-mail sanecatisanels COm ~ Wawiw S3NECE Com
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