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Cepruduxkar anaausa

Ipooyxkm JIO3AIT®

Homep npooyxma 12004849 Cepuss LIMS HV 721 183

Homep cepuu 2110520 Pasmep evinywennoii cepuu 16 303 YIIAKOBOK
Josuposka 100 mr

Jlexapcmeennas hopma  TaOIETKH, TOKPBITHIE
IUIEHOYHOH 000JI0UKOIt

Pasmep ynaxosxu 30 Tabum. Jlama npoeedenus ananusa 11.06.2020

Jama npouzeoocmea 27.05.2020 Cneyugurayus JICP-004055/10-070510
Jlama ucmeuenus cpoxa  30.04.2022 Homep pecucmpayuonnozo JICP-004055/10
200HOCMU y00CmoeepenusL:

Cmpana-umnopmep Poccus Ne

GMID 762459

ADH, npouseooumensv  Jlosapman xanus - Yocoyzan Tosnvio Papmacviomuxar 000, Jiangkou Development Zone, Huangyan District,
Kumaii-318 020 Taizhou, Zhejiang Province

HcnbiTanne Hopmbi PesysbTaThl
Onucanue
Onucanue TaOJIeTKH OBaJIbHbBIE COOTBETCTBYET COOTBETCTBYET

JIBOSIKOBBIITYKJIbIE O€JI0T0 HIIN

oyTH 6eJIoTo 1BETa, C PUCKON

JUISL ICTICHHS HA JIBE YacTH Ha

00eux CTOpOHAaX, HOKPBIThIC

IUIEHOYHOH 000JI0OUKOH
HoaauHHOCTH
Jlozapran kamms (BOXX) RT (o6pasma) = RT TIOJIOKUTENIBHBIA Pe3yIbTaT COOTBETCTBYET

(cTannmapra)
Cpennsist Macca TabJIETOK 0,3933-0,4347 r 0,4086 COOTBETCTBYET
OHOPOJHOCTD J103UPOBAHUS 18/20 Tabn. He 6osee 5 % COOTBETCTBYET COOTBETCTBYET
0 Macce 2/20 tabu. ve 6oxnee 10 % ot

YCTaHOBJICHHOW cpeaHen

Macchl
OIHOPOIHOCTH MacChI 18/20 monoBuHOK TabI. HE COOTBETCTBYET COOTBETCTBYET
MOJEJIEHBIX Ta0JIETOK 6onee = 7,5 %,

2/20 1moJ0BUHOK Tabll. He

oonee + 15 %

OT YCTaHOBJIEHHOH cpeHel

Macchl
PacmagaemocTts He Gonee 30 MuH 7 MuH COOTBETCTBYET
PacrBopenne
yepe3 30 muH (Q) He menee 75 % 100,98,99,99,98,98 % COOTBETCTBYET
IlocTopoHHue npuMecH
(BIKX)
W3zomep nosaprana ne 6onee 0,2 % H/0 COOTBETCTBYET
Jpyrue enunnunble npumecu | He 6oxee 0,2 % H/O COOTBETCTBYET
Oomee conepxanue npumeceii | we 6onee 0,5 % H/O COOTBETCTBYET
MuxkpobuoJoruieckas
YHUCTOTA
- I'® XII, kateropus 3A
O061miee 4ucio a3poOHBIX He 6osnee 1000 KOE/r 0 KOE/r COOTBETCTBYET
MHKPOOPraHU3MOB
Obmiee gncio rpubos He 6onee 100 KOE/r 0 KOE/r COOTBETCTBYET
Otcyterue Escherichia coli OTCYTCTBHE B | T OTpHLATENBHBIN pe3ysbTaT COOTBETCTBYET
KosmmyecTBeHHoe
onpejeIeHue
Jlozapran kanus B 1 a0 0,0950-0,1050 r 0,0978 r

COOTBCTCTByeT TpeﬁOBaHﬂflM cneumbmcaunn.
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Homep cepuu 2110520 Pasmep evinywennoii cepuu 16 303 YIIAKOBOK
Josuposka 100 mr

Jlexapcmeennas hopma  TaOIETKH, TOKPBITHIE
IUIEHOYHOH 000JI0UKOIt

Pasmep ynaxosxu 30 Tabum. Jlama npoeedenus ananusa 11.06.2020

Jama npouzeoocmea 27.05.2020 Cneyugurayus JICP-004055/10-070510
Jlama ucmeuenus cpoxka  30.04.2022 Homep pecucmpayuonnozo JICP-004055/10
200HOCMU y00CmoeepenusL:

Cmpana-umnopmep Poccus Ne

GMID 762459

ADH, npouseooumensv  Jlosapman xanus - Yocoyzan Tosnvio Papmacviomuxar 000, Jiangkou Development Zone, Huangyan District,
Kumaii-318 020 Taizhou, Zhejiang Province

HacrosmuM st moaTBeprkaato, 4To BhIIISyKa3aHHAs HH(OPMAIHS SBISIETCS BEPHOH M TOYHOMH, YTO HCIIOJIb30BaHHbBIE YIIAKOBOUHEIC
MaTepuajbl COOTBETCTBYIOT aKTyalIbHBIM 0I00pEHHBIM MakeTaM B cucTeMe Bucra, u uTo nepemenHas nHdopmarys (HoMep cepuu,
CPOK TOJTHOCTH, J1aTa IPOHM3BOJICTBA) KOPPEKTHBI M HAHECEHBI B COOTBETCTBYIOIIHE Tos. [Ipon3BoacTBO JaHHOM cepun
MPOJYKTa, BKIIOYAsk YIAKOBKY M KOHTPOJIb KauecTBa Ha IPOU3BOACTBEHHOMN IIIOIIAAKe, KOTOpasi QyHKIIMOHUPYET MOIHOCTBIO B
cooTBeTCTBHUH ¢ TpeboBanusaMu GMP EU, 10oKaIbHBIX PEryJISATOPHBIX OPraHOB M PETUCTPALIMOHHOTO YJOCTOBEPEHHUS CTPaHBI-
UMITOpTepa. 3aluCH 10 MPOU3BOJICTBY, YNIAKOBKE U KOHTPOJIIO KauecTBa MPOBEPEHBI M MPU3HAHBI COOTBETCTRYOmuMHU GMP.

BeinyuieHo k nmpojaxe

IIpon3BoacTBEHHAS MIOIIAIKA: KoHTpoJisi kauecTBa U BBITYCKAIOINAS MIOMIAIKA:
«Caneka PapmacbloTHKaIIC a.c.», Hurpuancka 100 «Caneka ®PapmaceroTukaic a.c.», Hurpuancka 100
92027, I'morosen, Cnosarkas Pecrrybnnka 920 27 I'norosen Pecyomnuka CiioBakus
Perucrpannonnsiit Homep: V-15/2019 Perucrpannonnsiii Homep: V-15/2019

Cepruduxar GMP Ne: SK/009V/2017 Ceprupuxar GMP Ne: SK/009V/2017

YTBepxK/1eHo, yIIOJHOMOYEHHOE JTUII0: Holickova Jaroslava Jara: 10.07.2020

«CaHeKa PapmacbroTUKanc a.c.», Hurpuadcka 100, 920 27 Morosew, Cnosaukas Pecny6nuka
Ten.: (+421) 33 736 1111, ®dakc: (+421) 33 730 0890, E-mail: (+421) 33 730 0890, e-mail: saneca@saneca.com - www.saneca. com
ICO: 46 833 323 - IC DPH SK2023599842 - Tartabanka a.s - c.u. 2920123416/1100

Kommepueckuit perucTp paiioHHoro cyna Tmasa, paszen Sa, Homep sctasku 10601/T


mailto:saneca@saneca.com
http://www.saneca/

Page 1 of 2

O Saneca Certificate of analysis
1 i

Pharmaceuticals

Product LOZAP®
Product number 12004849 Batch LIMS HV 721183
Batch number 2110520 Released quantity 16 303 PACKS
Dosage strength 100 mg
Dosage form film-coated tablets
Packaging size 30 tbl flm Date of analysis 11.06.2020
Manufacture date 27.05.2020 Specification LSR-004055/10-070510
Expiry date 30.04.2022 Marketing authorisation ~ LSR-004055/10
Importing country Russia No.
GMID 762459
API lot: Losartan potassium, Manuf. batch: 10100-200109, Zhejiang Tianyu Pharmaceutical Co., Ltd.,
Jiangkou Development Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN
Test Limits Results Evaluation
Appearance
Description white to off-white,oval, complies complies
biconvex film-coated tablets,
half-scored on both sides
Identification
Losartan potassium (HPLC) identical RT positive complies
Average weight of 1 tablet 0.3933g100.4347 g 0.4086 g complies
Uniformity of mass 18/20 tbl. NMT + 5 %, complies complies
2/20 tbl. NMT =+ 10 % from
determined average mass
Uniformity of mass of divided 18/20 half tbl. NMT % 7.5 %, complies complies
tablets 2/20 half tbl NMT = 15 %
from determined average mass
Disintegration time in water NMT 30 min 7 min complies
Dissolution active substance
9 . . . . . o,
after 30 min. (Q) NLT 75 % 100;98;99;99;98;98 % complies
Purity HPLC
Losartan isomer NMT 0.2 % ND complies
Other impurities each NMT 0.2 % ND complies
Sum of impurities NMT 0.5 % ND Tlie
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g complies
Total Fungi NMT 100 CFU/g 0 CFU/g complies
Absence of Escherichia coli absence in 1 g negative complies
Content
Losartan potassium in 1 tbl. 0.0950 g t0 0.1050 g 0.0978 g 4
Conformity with the specification. j L%‘t fl«Canodu Poccus \\i %
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Pharmaceuticals

Product LOZAP®

Product number 12004849 Batch LIMS HV 721183

Batch number 2110520 Released quantity 16 303 PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 11.06.2020
Manufacture date 27.05.2020 Specification LSR-004055/10-070510
Expiry date 30.04.2022 Marketing authorisation ~ LSR-004055/10
Importing country Russia No.

GMID 762459

API lot: Losartan potassium, Manuf, batch: 10100-200109, Zhejiang Tianyu Pharmaceutical Co., Ltd.,
Jiangkou Development Zone, Huangyan District, 318020, Taizhou City, Zhejiang Province, CN

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packaging and quality
control at the below mention site in full complience with the GMP requirements of the local Regulatory Authority and with the the
specifications in the Marketing Authorization of the importing country - Normative Document specifications. The batch processing, packaging
and analysis records have been reviewed and found to comply with GMP. Labelling is in full compliance with the last approved by Ministry of
Health of the Russian Federation version of packaging and leaflet artworks.

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/019V/2020 GMP Certificate No : SK/019V/2020
Certified by QP: Holi¢ 'lové Jaroslava Certified on: 10.07.2020
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