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Cepruduxkar anaausa

Lpodyrm JIO3AII® TAB.ITO.30X50MI
Homep npooyxma 12004938 Cepus LIMS HV 745719
Homep cepuu 3T9432A Pasmep evinywennoii cepuu 22 647 YITAKOBOK
Jozuposka 50 mr
Jlexapcmeennas popma TabICTKU, TOKPHITHIE
IDICHOYHOH 000J109KOM
Pasmep ynaxosxu 30 tabu. o Llama nposedenus ananusa 04.04.2022
Lama npouzeoocmea  24.03.2022 Cneyughuxayus JITT-Ne (000168)- (PT-RU)-220321
Jlama ucmeuenus cpoxa 29.02.2024 Howmep pecucmpayuonnoeo JITI-Ne (000168)- (PT-RU)
200HOCMU yoocmoeepeHusL:
Cmpana-umnopmep Poccus Ne
GMID 803596
HcnbiTanue Hopmbi Pe3yabTaThl Onenka
Onucanue
Omnncanue Benbre nim moutyn Genble IPOOITOBATEIE | COOTBETCTBYET COOTBETCTBYET
JIBOSIKOBBITYKJIbIE TaOJICTKH, OKPHITHIC
IDICHOYHOI 000JI0YKOH, ¢ pUCKOH ¢ 00eHX
CTOpPOH
HopsmmuHOCTHL
JlozapTtan xamus (BOXX) OarHAaKOBOE BpeMsl yIepyKaHHs T10JIOKUTENBHBIN COOTBETCTBYET
OCHOBHOTO THKa pe3ynpTar
Cpennsist Macca TabJIeTOK 0,1976-0,2184 r 0,2056 r COOTBETCTBYET
OnHOPOJHOCTH IO Macce 18/20 Tabm. ue Gonee £7,5 % COOTBETCTBYET COOTBETCTBYET
2/20 Tabmn. e 6onee 15 % ot
YCTaHOBJIEHHOM CpellHel Macchl
OnHOPOIHOCTH MacChl 18/20 nonoBuHOK Tabi. He Gonee + 7,5 %, | COOTBETCTBYET COOTBETCTBYET
MOJICTICHHBIX TabJIETOK 2/20 nonoBHHOK Tabi. He 6onee = 15 % or
YCTaHOBJICHHOW CpeIHEeW MacChl
Pacnagaemocts He 6osee 30 MuH 8 MuH COOTBETCTBYET
PacrBopenne
yepe3 30 muH (Q) He MeHee 75 % 96;95,97;94;96,95 % COOTBETCTBYET
Iocroponnue npumecu
(BIXKX)
H3omep no3aprana He 6oxnee 0,2 % H/0 COOTBETCTBYET
Jpyrue eaMHu4YHbIE IPUMECH He 6oxnee 0,2 % <0,05 % COOTBETCTBYET
Oo6miee conepskanne npumMeceir | He 6oiee 0,5 % <0,05 % COOTBETCTBYET
KonuuyecTBeHHOe onpenesieHne
Jlozaptan kanus B 1 TabI. 0,0475-0,0525 0,0504 r COOTBETCTBYET
MuxkpobuoJoruieckas
YHCTOTA
- I'® XII, kateropus 3A
OO0r1iee 4nco adpoOHBIX He 6onee 1000 KOE/r 0 KOE/r COOTBETCTBYET
MHUKpPOOPTaHN3MOB
O6mmee uncino rpudos He 6onee 100 KOE/r 0 KOE/r COOTBETCTBYET
OrtcyrcrBue Escherichia coli OTCYTCTBHE B 1 T OTpHIATeNbHBIH pe3ynbTaTr | COOTBETCTBYET
CooTBercTBYET CIEU(PUKAINA
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Lpodyrm JIO3AII® TAB.ITO.30X50MI

Homep npooyxma 12004938 Cepus LIMS HV 745719

Homep cepuu 3T9432A Pasmep evinywennoii cepuu 22 647 YITAKOBOK
Jozuposka 50 mr

Jlexapcmeennas popma TaONETKU, MOKPHITHIE
IUICHOYHOI 000JI0YKOM

Pasmep ynaxosxu 30 tabu. o Llama nposedenus ananusa 04.04.2022

Lama npouzeoocmea  24.03.2022 Cneyughuxayus JITT-Ne (000168)- (PT-RU)-220321
Jlama ucmeuenus cpoxa 29.02.2024 Howmep pecucmpayuonnoeo JITI-Ne (000168)- (PT-RU)
200HOCMU yoocmoeepeHusL:

Cmpana-umnopmep Poccus Ne

GMID 803596

HacrosimuM s moATBepk a0, 4TO BhIICyKa3aHHAs MH(OpMaLUs ABIsIeTCS BEPHOH U TO4HOM. JlaHHas cepust Mpou3BeAeHa, BKIIOYas
YMaKOBKYy M KOHTPOJb KadecTBa, HA HIKEYNOMSHYTOH MPOU3BOICTBEHHOW IIONIAJKE B MOJHOM COOTBETCTBUH C TPEOOBaHUSIMU
Hagnexxameit mponsBoactBenHoit npaktuki (GMP) MeCTHBIX pPeryssITOpHBIX OPTraHoOB M CHelHHUKAMAMH PerucTpanuoHHOTO
YAOCTOBEPEHUs CTpaHbI-uMIopTepa- crnenudukamusmu HopmatusHoit JlokyMeHTanuu. 3amucu MO MPOU3BOJCTBY, YNAKOBKE U
KOHTPOJII0O Ka4yecTBa CEpUM OBbUIM IPOBEPEHbl M NpPU3HAHBI COOTBETCTBYIOIMMHM TpeOoBaHusM GMP. MapkupoBka B IMOJHOM
COOTBETCTBUU C IOCIEAHEH YTBepxkKIeHHOW B MuHnucrepctse 3apaBooxpaneHus Poccuiickoit denepanuu Bepcueil MakeToB
YIAKOBOYHBIX MaTE€PUAJIOB U MHCTPYKLIUEH 10 METUIMHCKOMY IIPUMEHCHUIO.

Beimymieno fuist mpoaaxku

[pousBoacTBeHHAS MIOIATKA: MecTo BbINMYCKA H KOHTPOJISI KAa4eCTBa:
«Caneka ®apmacerotTukaic a.c.», Hurpuancka 100 «Canexa @apmacprotukalic a.c.», Hurpuancka 100
920 27, I'morosen, CioBankast PeciyOiinka 920 27 I'morosen Pecniy6nuka CrioBakust
Perucrpaunonusiii Homep: V-15/2021 Perucrparmonusiii Homep: V-15/2021
Cepruduxar GMP Ne: SK/019V/2020 Ceprupuxar GMP Ne: SK/019V/2020
YTBep:kaeHo ynossnoMmoueHHbIM Junom: Karlovska Mariana (moamuce). Jara: 21.04.2022
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Certificate of analysis

Product LOZAP ® TBL.FLM.30X50MG
Product number 12004938 Batch LIMS HV 745719
Batch number 3T9432A Released quantity 22647 PACKS
Dosage strength 50 mg
Dosage form film-coated tablets
Packaging size 30 tbl flm Date of analysis 04.04.2022
Manufacture date 24.03.2022 Specification LP-No(000168)-(RG-RU)-220321
Expiry date 29.02.2024 Marketing authorisation ~ LP-No(000168)-(RG-RU)
Importing country Russia No.
GMID 803596
Test Limits Results Evaluation
ApFear;we 1
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 mass of 1 tablet 0.1976 gt0 0.2184 g 0.2056 g complies
Uniformity of mass 18/20 tbl. NMT £ 7.5 %, complies complies
2/20 tbl. NMT = 15 % 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 8 min complies
Dissolution of active substance
after 30 min. (Q) NLT 75 % 96,95;97,94;96,95 % complies
Purity (HPLC)
Losartan isomer NMT 0.2 % ND complies
Other individual impurities NMT 0.2 % <0.05 % complies
Total impurities NMT 0.5 % <0.05 % complies
Content
Losartan potassium in 1 tbl. 0.0475g1t00.0525 g 0.0504 ¢ complies
Microbiological quality
- GF XII, category 3A
Total aerobic bacteria NMT 1000 CFU/g 0 CFU/g complies
Total Fungi NMT 100 CFU/g 0 CFU/g complies
Absence of Escherichia coli absencein1 g negative complies
Conformity with the specification.
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Product LOZAP ® TBL.FLM.30X50MG

Product number 12004938 Batch LIMS HV 745719

Batch number 3T9432A Released quantity 22 647 PACKS

Dosage strength 50 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 04.04.2022

Manufacture date 24.03.2022 Specification LP-No(000168)-(RG-RU)-220321
Expiry date 29.02.2024 Marketing authorisation ~ LP-No(000168)-(RG-RU)
Importing country Russia No.

GMID 803596

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-15/2021 Authorisation number : V-15/2021
GMP Certificate No : SK/019V/2020 GMP Certificate No : SK/019V/2020
/
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Certified by QP: Karlovsk4 Mariana Certified on: 21.04.2022

: Saneca Pharmaceuticals a.s.
_ : Nitrianska 100
F . Saneca H 920 27 Hlohovec
& Pramaceticsls © Slovenska republika
: 1C0: 46 833 323
i 1C DPH: 5K2023509842
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