AEKJIAPAITASL O COOTBETCTBUHA

AEKJIAPAHT, MPUHUMAIOIIHIA TEKJIAPAIIHMIO O COOTBETCTBHM

AO "Canogu Poccus"

3apezucmpuposano : Mesicpationnas uncrexyus MHC Poccuu Ne39 no 2. Mocree OFPH 1027739079940 om
19.08.2002

Adpec: 125009, 2. Mocxea, yn. Teepckan, 9. 22, Teneghon/chaxc: 8 (495) 721-14-00/ 721-14-11

B nuye: I'enepanvrviii dupexmop Mowoe O.A.

Hoeepennoe nuyo: Knoxoea JO.C., dosepennocme 6/m om 01.12.2017

3ASBIAET, UTO

Aexapemeennoe cpedcmeo: Jlosan, mabnemwu noxpuimsie nrexounoi obonouxos 12.5 mz 10 wm., YynaKoexu
Aueiixosvie KoumypHuie (3), navku xapmonnsie, PY Ne IT N015897/01 om 30.11.2009 (Oama samenst
16.08.2017) evidano AO "Canogpu Poccun”, cepus 2100718, napmusn 63736 ynaxosox, 2o0den do 30.06.2020,
npouzeodcmea Canexa Papmacsiomukanc a.c., Crosayxas Pecnybnuxa, Saneca Pharmaceuticals a.s.,
Nitrianska 100, 920 27 Hlohovec, Slovak Republic, ko0 ORII2 21.20.10.142, xo0d TH B2 3004900002,
xormparm Ne 250/40056192/F-2 om 20.10.2010, uneoiic Ne 9085308141 om 03.10.2018

COOTBETCTBYET TPEBOBAHHSIM
I NO15897/01-301109 usm. MNe 1-8

AEKJAPAITUS IPUHSITA HA OCHOBAHUHA
rpomoxon ucneimanui Ne 2893 0 om 11.10.2018 HJT OO0 HI] "PAPMOBOPOHA", ammecmarn
axxpedumayuu POCC RU.0001.21 0140, Cepmudpuxam POCC SK. OMOS.C24784 om 11.10.2018
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CBEAEHUS O PETMCTPAIIA

| OPTAH IO CEPTROMKAIIAH, 3APETUCTPUPOBA BIIHIL AEKJAPALIHIO

RA.RU.11PMO8 OPIAH IO CEPTHOHKAIIUH TPOIT VKIJHH OBLI[ECTBO C OFPAHHYEHHOMH

| OTBETCTBEHHOCTBIO "OKPYKHOH L[EHTP KOHTPOJII KAYECTRA "

| aopec opzanusayuu: 115280, 2. Mockea, ya. Macmepxoea, 0. 4, sm. 5, nom. 1, xom. I, adpec opzana no

| cepmugpuxayuu: 115280, POCCHA, 20p00 Mockea, ya. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
caiim: oyxr.pg.
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SANOFI

Caneka @apmacelotikanc a.c., Cnopaukas Pecniyénuxa

Hurpuancka 100, 920 27 I'narosen,

CEPTHO®HKAT AHAJIU3A

Jlosan, Ta6.,1eTKH, IOKPHITHIC ITIEHOYHOH 060mouxoi 12,5 mr Ne 30

Hara uzrorosnenuns: 10/07/2018
30/06/2020

lNouen no:
Cepus: 2100718

HJLI1 NO15897/01-301109

ITOKA3ATEJIb HOPMBI PE3YJIbTATHI
Onmcanne HPOJIONTOBATHIE IBOSKOBEITYKIIBIE COOTBETCTBYET
TalAeTKH, NOKPBITHIC IUIEHOYHOM
0000YKOH 0T 6eI0T0 10 TTOYTH
Oenoro userta
Tlopanunoctes (BIKX)
- Jlozapran kanus Rt (0bpasua) = Rt (cranmapra) COOTBETCTBYET
- Cpeansas Macca 1 TabneTkn o1 0,0998 r 1o 0,1103 r 0,1040r
- OAHOPOAHOCTH IO MACCE Esp. ®apmakones (2.9.5) COOTBETCTBYET
PacnajiaeMocTh B BozE He Gonee 30 MHHYT 6 MHHYT
Pacreopenue He MeHee 75% (Q)) gepes 30 MunyT COOTBETCTBYET
Hoctopouune npumecn (BIXKX)
- U3omep nosaprana He bozee 0,2% COOTBETCTBYET
- Jlpyrue eMHHYHbIC IPUMECH He Gonee 0,2% <0,05%
- CyMMa npumMeceit He 6onee 0,5% <0,05%
MuxpobHosorngeckas YHCTOTA
-« I'd X111, kateropusa 3A
Obuzee yncio adpobHEIX GakTepuii He Gonee 1000 KOE/T 0 KOE/r
O0wee yucno rpubos He 6onee 100 KOE/T 0 KOE/r
OrcyrerBue Escherichia coli OTCYTCTBHE B I T OTCYTCTBYET
KoangecTBeHHOE GHpE/IeTeHNE
Jlo3apran kamus B 1 TabaeTke or 0,0118751 70 0,013125 ¢ 0,012203 r

3AKJIIOYEHHE: CooteetcTryeT TpebopanusM cnenndukaimy.

Hactosmum s moarsepikiao, 4to uHGOpMaIus, IPeACTaBICHHAs BhILIE, SRASCTCH TOUTHHHON H
soctoBepHO. JlauHad napTus npojykTa Gblia IPOH3BENCHA, BIGIKOMAA YIAKOBKY/MAPKUPOBKY H
KOHTPOJIB Ka4eCTBa, HA YKA3aHHOM IPEANPHATHH(AX) B HOJHOM COOTBETCTBHH ¢ TpeGOBAHHAMU
Hagnexame npouspoactsenHol npaxtuku (GMP) MecTHOIO KOBTPOIHPYIOIIETo OpraHa, a TAKKe
co cnenHGUKaHAMY, YKa3aHHBIMUA B PerHCTPalMOHHOM Y/IOCTOBEPEHKH CTPaHbI-HMIIOPTEpa HiIH
daiinoM criennduxaluy U1 HCCIEAYEMBIX MEAHIMHCKHX npenapatos. OTYEThl 0 MPOH3BOACTERE,
YNAKOBKE H aHA/IM3€ CEPHH ObLIM IIPOBEPEHB! H NIPH3HAHBI COOTBETCTRYIOMMMM Tpebosanusm GMP

Pewenne: Beimyiien 26/09/2018

Appec: 125008, Mockea, yn. Teepcian, 22, Ten. (495) 721-1400. Gaxkc: {495) 721-1411. www.sanofi.ru

VionHoMmouednoe nuno: Holickova Jaroslava

AQ «Canodu Poccuss
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Certificate of analysis

FProduct LOZAP ®
Product number 12004778 Barch LIMS HI? 647690
Batch nuntber 2100718 Released quantity 65736 PACKS
Dosage sirengih 12,5 mg
Dosage form film-coated tabiets
Packaging size 36 thi Date of analysis 31.07.2018
Manufacture date 10.07.2018 Specification P No15897/01-361109
Expiry date 30.06.2020 Marketing authorisarion P NO15897/01
Importing country Russia No.
Test Limits Results
Appearance
Description while 10 off-white,oval,biconvex complies
film-coated tablets
Identification
Losartan potassium {HPLC) identical RT positive
Average weight of 1 tablet 00998 gto 0.1103 g 01040 g
Mass variation 18/20 1bl. NMT = 7.5 %, complies
2720 tbl. NMT = 15 % from
determined average mass
Disintegration time in water NMT 30 min 6 min
Disselution active substance
after 30 min. (Q) NLT 75 % 96;102;102:93,95:94 %
Purity HPLC
Losaran 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 | thi. 0.011875g100.003125¢ 0.012203 g
Microbiological quality
- GF XN, category 3A
Total acrobic bacteria NMT 1 000 CFU/g 0 CFU/g
Total Fungi NMT 100 CFU/g 0 CFu/g
Absence of Escherichia coli absencein g nepative
Conformity with the specification.

t 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

Saneca Pharmaceuticals a 5. - Nitnanska 160 - 920 27 Hichoved - Slovensha repabling
Tet {+421;33 736 1111, Far: (+421) 33 730 0890, E-mail sanecaflsansca com — www. SAneca com
WO 46 833 323 - iC DPH SK2023568542 - Taliabanka a5 ~ £ 0 28201234 16:1100
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Certificate of analysis

Product LOZAP &
Product nuntber 12004778 Barch LIMS HI 647690
Batch number 2100718 Released quainity 65736 PACKS
Dosage strength 12,5 mg
Dosage form film-coated tablets
Packaging size 30 bt Date of analysis 31.07.2018
Mamyfacture dare 10.07.2018 Specification P Nol5897/01-3G1109
Expiry date 30.06.2020 Marketing awthorisation P NO13897/01
Importing country Russia No.
Manufacturing site: Quality control and release site:
Saneca Phammaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hichovec, Slovak Republic 920 27 Hiohovec, Stovak Republic
Authorisation number : VL 059/13-2 Authorisation number : VL 059/13-2
GMP Certificate No : SKA0OV/2017 GMP Centificate No : SK/009V/2017
Certified by QP: Holitkova Jaroslava Certified on: 26.09.2018

Saneca Pharmaceulicals as. - Ninanska 100 - $20 27 Hichovec - Siovensha repubiha
Tel (#421)33 736 1131, Fax {+421 33 730 0BYO. E-matt sanecasaneca com — waw SENeca com
ICO 48 533 323 - 10 DPH SK2023509842 - Tatiabanks s s - ¢ ¢ 202012341611 s}
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