Saneca

Pharmaceuticals
Crpannua 1 u3 2
Cepruduxkar anaausa
Tipooykm JIO3ATI® TAB.IIO.30X100MI"
Homep npooykma 12004941 Cepus LIMS HV 741 277
Homep cepuu TTSE71A Pasmep evinywennoii cepuu 16 225 YITAKOBOK
Josuposka 100 mr
Jlexapcmeennas popma  TaONETKH, OKPHITHIC
IUICHOYHOH 000JI09KOH
Pasmep ynaxosxu 30 Tab nmo Jlama npoeedenus ananuza 13.12.2021
Jama npouzeoocmea 30.11.2021 Cneyughurxayus JIII-Ne(000173)-(PI'-RU)-250321
Jlama ucmeuenus cpoxa 31.10.2023 Homep pecucmpayuonnozo JIII-Ne(000173)-(PI'-RU)
200HOCMU Y00CMOBePEeHUsL:
Cmpana-umnopmep Poccus Ne
GMID 803598
A®U, npousBoautens  Jlosapran kamus, Cepust nponsBoautessi: 10102-21070501, Wxosizsan Tresaapto @apmacerotukan Ko., JIT.
Jiangkou Development Zone, Huangyan District, 318 020 Taizhou City, Zhejiang Province, CN
HcnbiTanue Hopmbi PesyabTarsl
Onucanue
Onucanue TaOJICTKN OBaJIbHbIC COOTBETCTBYET COOTBETCTBYET
JIBOSIKOBBIITYKJIBIE OEJIOT0 WITH
o4ty OeNoro 1BeTa, C PUCKOH
JUISL IeTIEHUs Ha JIBE YacTH Ha
00enx CTOpOHAaX, IIOKPHITHIE
IUICHOYHOH 000J104YKOit
opnuHHOCTH
Jlozapran kanus (BOXX) RT (o0Opa3ua) =RT MOJIOXKUTEIIBHBIN pe3yJIbTaT COOTBETCTBYET
(cranmapra)
Cpennsist Macca 1 TabneTku 0,3933-0,4347 r 0,4064 v COOTBETCTBYET
OnHOpoaHOCTS Ho3upoBaHus | 18/20 Tabu. He Gonee 5 % COOTBETCTBYET COOTBETCTBYET
10 Macce 2/20 tabmn. ve 6onee 10 % ot
YCTaHOBJIEHHOU cpeaHei
Macchl
OmHOPOIHOCTH MacChl 18/20 mosoBUHOK Tabl1. He COOTBETCTBYET COOTBETCTBYET
[MOIEJIEHBIX TabIeTOK oonee £ 7,5 %,
2/20 nonoBUHOK Tabi1. HE
bonee + 15 %
OT YCTaHOBJICHHOH CpeqHel
Macchl
Bpewms pacniagaemoctu B Bozie | He 6onee 30 MuH 6 MuH COOTBETCTBYET
PacrBopenne
gepe3 30 muH (Q) He MeHee 75 % 97;101;101;103;98;97 % COOTBETCTBYET
Iocroponnue npumecu
(BKX)
W3zomep no3apTana He 6onee 0,2 % H/O COOTBETCTBYET
Jlpyrue exunnunsle npumecu | He 6onee 0,2 % <0,05 % COOTBETCTBYET
Obuiee coepxaHue ne 6oiee 0,5 % <0,05 % COOTBETCTBYET
npuMeceit
MuxkpobuoJoruieckas
4YHCTOTA
- I'd XII, kateropus 3A
OO61iee 4ucio a3poOHbIX He 6osee 1000 KOE/r 0 KOE/r COOTBETCTBYET
MHKPOOPraHH3MOB
OO1ee uucio rpubos He 6oree 100 KOE/r 0 KOE/r COOTBETCTBYET
OrcyrctBue Escherichia coli | orcyrcrBue B 1T OTpULIATENBHBIN pe3yIbTaT COOTBETCTBYET
KosmyecrBennoe
onpejeIeHue
Jlozapran kanus B 1 a0 0,0950-0,1050 r 0,0997 r COOTBETCTBYET
CooTBeTCTBYET TPEGOBAHUSIM CIeH(UKATHH.
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Crpannua 2 u3 2
Cepruduxkar anaausa
TIpodyxm JIO3AN® TAB.IIITO.30X100MT’
Homep npooykma 12004941 Cepus LIMS HV 741 277
Homep cepuu TTSE71A Pasmep evinywennoii cepuu 16 225 YITAKOBOK
Josuposka 100 mr

Jlexapcmeennas popma  TaONETKH, OKPHITHIC
IUIEHOYHOM 000JI0UKOIt

Pasmep ynaxosxu 30 Tab nmo Jlama npoeedenus ananuza 13.12.2021

Jama npouzeoocmea 30.11.2021 Cneyughurxayus JIII-Ne(000173)-(PI'-RU)-250321
Jlama ucmeuenus cpoxa 31.10.2023 Homep pecucmpayuonnozo JIII-Ne(000173)-(PI'-RU)
200HOCMU Y00CMOBePEeHUsL:

Cmpana-umnopmep Poccus Ne

GMID 803598

A®U, npousBoautens  Jlosapran kamus, Cepust nponsBoautessi: 10102-21070501, Wxosizsan Tresaapto @apmacerotukan Ko., JIT.
Jiangkou Development Zone, Huangyan District, 318 020 Taizhou City, Zhejiang Province, CN

Hacrosmum st moaTBepskaalo, yToO BbILIEYKa3aHHAsh MH(GOpPMAIMs SIBISIETCS BEpHOM M TO4HOW. [laHHast cepus
MPOU3BEICHA, BKIIOUAs YNAKOBKY M KOHTPOJb KauecTBa, HA HUXKEYNOMSHYTOHW MPOM3BOJICTBEHHOW IIOINAAKE B
TIOJTHOM COOTBETCTBUHM ¢ TpeboBaHusiMK Haurexareit nponssoacTBeHHOM pakTik (GMP) MeCTHBIX peryssiTopHbIX
OpraHoB M crenuUKanusIMu PerucTpalMOHHOIO YAOCTOBEPEHHS CTPaHBI-UMIOPTEpa- crenudukanusMu
Hopwmarusro#i JlJokyMeHTanuu. 3alucH 10 MPOU3BOJICTBY, YIIAKOBKE U KOHTPOIIIO Ka4eCTBa CEPHUHU OBLIN IPOBEPEHBI
W TPU3HAHBl COOTBETCTBYIOIIUME TpeOoBannsM GMP. MapkupoBka B TIOJHOM COOTBETCTBHH C ITOCIIEIHEH
yTBepKIeHHON B MunncTepcTBe 3npaBooxpaHenns Poccuiickot denepammu Bepcueld MaKeTOB YHMaKOBOYHBIX
MaTEpHAJIOB U HHCTPYKIMEH 110 MEANIIMHCKOMY TIPIMEHEHHIO.

Beinynieno k npoaaxe

ITpou3BoacTBEHHAS ILIOIIATKA: KoHTpoJib kavyecTBa M BBINYCKAOLIAS TUIOMIA/IKA:
«Canexa @apmacprotukalic a.c.», Hurpuancka 100 «Caneka PapmacbloTHKaIC a.c.», Hurpuancka 100
92027, I'moroseri, CioBankas Pecmy6inka 920 27 T'moroser Pecy6irka CiioBakust
Peructparmonssiii Homep: V-15/2019 Peructpanmonnsiii Homep: V-15/2019

Ceprupuxar GMP Ne: SK/019V/2020 Ceprudurar GMP Ne: SK/019V/2020

YTBepikIeHO YIIOJHOMOYEHHBIM JUIOM: Vicenova Maria Hdara:  13.12.2021
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Saneca Certificate of analysis

Pharmaceuticals

Product LOZAP ® TBL.FLM.30X100MG

Product number 12004941 Batch LIMS HV 741277

Batch number 7TSE71A Released quantity 16225 PACKS
Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 13.12.2021

Manufacture date 30.11.2021 Specification LP-No(000173)-(RG-RU)-250321
Expiry date 31.10.2023 Marketing authorisation ~ LP-No(000173)-(RG-RU)
Importing country Russia No.

GMID 803598

APIT lot: Losartan potassium, Manuf. batch: 10102-21070501, 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 0.3933gt0 04347 g 0.4064 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 6 min complies
Dissolution of active substance
after 30 min. (Q) NLT 75 % 97,101;101,103;98,97 % 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
Microbiological quality
- GF XTI, category 3A
Total aerobic bacteria NMT 1 000 CFU/g 0CFU/g complies
Total Fungi NMT 100 CFU/g 0CFU/g complies
Absence of Escherichia coli absencein 1 g negative complies
Content
Losartan potassium in 1 tbl. 0.0950 g t0 0.1050 g 0.0997 g SR, o complies
Conformity with the specification.

Saneca Pharmaceuticals a.s.
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Certificate of analysis

Product LOZAP ® TBL.FLM.30X100MG

Product number 12004941 Batch LIMS HV 741 277

Batch number 7TSE71A Released quantity 16 225 PACKS

Dosage strength 100 mg

Dosage form film-coated tablets

Packaging size 30 tbl flm Date of analysis 13.12.2021

Manufacture date 30.11.2021 Specification LP-No(000173)-(RG-RU)-250321
Expiry date 31.10.2023 Marketing authorisation ~ LP-No(000173)-(RG-RU)
Importing country Russia No.

GMID 803598

APT lot: Losartan potassium, Manuf. batch: 10102-21070501, 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.

Manufacturing site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019

GMP Certificate No : SK/019V/2020

i/

Certified by QP: Vicenova Méria

Saneca Pharmaceuticals a.s.

Release for sale

Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100
920 27 Hlohovec, Slovak republic
Authorisation number : V-15/2019

GMP Certificate No : SK/019V/2020

Certified on: 13.12.2021
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