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A®l, npouzeodumens

Tpodykm JIO3ATI®
Hoxep npodykma 12004854 Cepus LIMS HYV 714259
Houep cepun 2691219 Pazaiep soinyujennoti cepuu 34 653 YITAKOBOK
Hozuposxa 50 mr
Jlexapcmeennan ghopma  TabAeTKN, NOKPLITLIE
nneHoMHoi obonoMkof
Pazvep ynaxosxu 60 Tabn.nno Hama nposedenus anaruza 18.12.2020
Hama npoussoocmea 04,12.2019 Cneyughurayus M N015897/01-301109
Hama ucmevenun cpoxa  30.11.2021 Houxrep peaucmpaijuontiozo I N015897/01
2a0nacmiu YOOCHI08EPEHNA:
Cmpara-wmnopniep Pocena Ao
GMID 682487

Jlozapman xanus - Yxenyzan Teawsio Capuacwonxan O00, Jiangkou Development Zone, Huangyan District,
Kumaii-318 020 Taizhou, Zhejiang Province

UcnbiTanue Hopmei PesyanTarel
Onucanne
Omtcanne Benbie i novris Genvle COOTHCTCTHYCT COOTHETCTRYCT
npoaonrosateic
NBOAKOBLINYKALIE TA0AETKN,
NOKPHIThIE IUIEHONHOTE
o6onoukoil, ¢ prckoft ¢ oGenx
CTOPOH
MoanunuoeTs
Jlosaptan kama (BIXKX) QAHHAKOROE BPEMA y/lePaHial TO.I0KHTENBHBIH pe3ynbTaT | cooTseTcTByeT
OCHOBHOTO NHKA
Cpenuas mMacca Tabnetok 0,1976-0,2184 r 0,2045r COOTRETCTRYET
QaOHOPOAHOCTL N0 Macce 18/20 Tabn. ne Gonee 7,5 % COOTBETCTBYET : COOTBETCTBYET
2/20 tabn. ue Gonee |15 % ot |
YCTaHOBEHHOI cpeaneli i
Macesl
OaHOPOAHOCTE MACChI 18/20 nonosunok taba, ne COOTBETCTBYET COOTBETCTBYET
noacncHHbIX TabneTok Gonee £ 7,5 %,
2/20 nonosnyok Taba. ne
Gonee = 15 % o1
ycranosentol cpeagefi
Macchl
Pacnanaemocts ne Gonee 30 Min 8 mitH COOTBETCTBYET
PacrBopeHHe
yepe3 30 Mun (Q) He menee 75 % 97,95:93;98;97;98 % COOTBETCTBYET
TMocTopoHHNe NpHMecH
(BIXKX)
Haomep nosaprana ne Gonee 0,2 % wo COOTBETCTBYET
Jlpyrhe eauuiunbie npumecit | ke Gonee 0,2 % <0,05 % COOTBETCTBYET
O6Lee conepxanie npunmecedi | He Goaee 0,5 % <0,05 % COOTBETCTBYET
KoanuecTBeHHoe
onpeaesieHHe
JlosapTan kanus 8 | Taba. 0,0475-0,0525 r 0,0499 r COOTBETCTBYET
Muxrpobuosiorsuecrkas
yncroTa
-I'® XII, kateropns 3A
O6mee uncno a3pobHbix e 6onee 1000 KOE/r 50 KOE/r
MHKPOOPTaHIIMOB
O6wee yncno rpnbos He Goaee 100 KOE/T 0 KOE/r
Orcyrcrsue Escherichia coli | orcyretsies 1 r oTpHUATENbHBIIT pe3ybTaT
CooTBeTcTBYeT TpeGOBANNAM CTIeLPHKALITH,
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Cepruduxar aHajuza

Mpodysm JIO3A®

Hoxep npodvkma 12004854 Cepun LIMS HV 714259

Hoxep cepu 2691219 Pazvep sunyujenron cepun 34 653 YITAKOBOK
Jo3uposka 50 Mr

Jlexapcmeennas dhopra 1aGNETKN, NOKPLITLIE
nnexoyHoll oBonoukoii

Pazvep ynaxosxu 60 Tabn.nno Hama nposedenun ananuza 18.12.2020

Hama npoussodcmesa 04.12.2019 Cneyugpuxaius [T NO15897/01-301109
Hama wemevenun cpora  30.11.2021 Houxep pecucmpayuonnoso [TNO15897/01
200HOCIN YOOCIoeepeHua:

Cmpana-usnopmep Poccus Ne

GMID 682487

AP, npouzeodumens  Josapman kanua - Yneayaan Tesuvio @apyacviomusan O00, Jiangkou Development Zone, Huangyan Distriet,
Kumaii-318 020 Taizhou, Zhejiang Province

HacTosuwmm 2 NOATBEPKAAIO, 4TO BbILIEY KA3AHHAA HRJOPMALIHA ABAACTCA BEPHON M TOUNOH, UCNONBIORAHHLIE YNAKOBOYHBIC
MaTepHabl NOJIHOCTHIO COOTBETCTBYFOT 0A00PCHHBLIM MAKETaM, 3arpy KEHHLIM B nporpasmy « Vistan H nepemennas Hnopmaums
(HoMEp cepHH, CPOK FOAHOCTH, AaTa NPOM3IBOCTAA) BEPHA H HAHECEHA B COOTBETCTBY HOILKE nofis, [Tpon3BoncTBO AaHHOIM cepHH
HRLLY KT, BRIOYANR ) LAKOBKY W KOHTPO/IL KAMECIBA HA COOTBETCIBY 10NN ODLCKTAX, HOHOCTLIO COUTBEICTRY C1 TPCOOBAHHAM
Haznexcatuert npowssoacrsennod npaktuki (GMP) EC, MECTHBIX perynaTopHLIX OPraHoB, a Takxe CHeUH(HKALNAM, YKa3aHHBIM B
Perierpaumoiiios yA0CToBEpPeNi cTpansi-uMnopTepa. [1o peay nkTatas NPoOBEPkH 3ankceli O NPOMIBOACTRE, Y NAKOBKE H KOHTpOAE
KauecTea cepuu OLIMO YCTAHOBNEHO cooTBeTCTBHE TpeGosanuam GMP,

Beinyuieno k npoaake

nPOIIlBO.ﬂtTBEHHRH naouanka: KOHTPOJ‘IB KA4eCTBA H BLINYCKAKLWIAN NJIOLLAAKA:

«Canexa dapmackioTHKaNC a.¢.», Hurpuancka 100 «Cancka Papmaceiotukanc a.c.», Hurpuatcka 100
92027, 'norosen, Crnopaukas PecnyGnuka 920 27 ['noroseu PecnyGanka Crosakyges a7
PerucrpaunonHsiit nosep: VL 059/13-2 5
Ceprudpukar GMP Ne: SK/009V/2017

YTBep#aeH0 YNOAHOMOYEHHbIM N3LoM : DapkacoBa IMHINS

uCanexa PapmacsOTHRANt a.c.», Hurpuawcka 100, 920 27 Mnorosey Cnoeauxas Pecnybnuka
Ten. (+421) 33 736 1111, ®arc (+421) 33 730 0890, E-ma+ (+421) 33 730 0850, e-mail. saneca@saneca com - www saneca com
1ICO 46 B33 323 - IC DPH SK2023599842 - Tartabanka a s - ¢ u. 29201234 16/1100
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Certificate of analysis

Saneca

Pharmaceuticals

Product LOZAP ®

Product number 12004854 Batch LIMS HV 714259

Batch mumber 2691219 Released quantine 34653  PACKS
Dosage strength 50 mg

Dosage forn film-coated tablets

Packaging size 60 tbl fim Date of analysis 18.12.2019
Manufaciure date 04.12.2019 Specification P NO15897/01-301109
Expiry date 30.11.2021 Marketing authorisation P N015897/01
Importing country Russia No.

GMID 682487

API. manufacturer  Losartan Potassium - ZHEJIANG TIANYU PHARMACEUTICAL CO., LTD. - Jiangkou Development
Zone, Huangyan District, China-318 020 Taizhou, Zhejiang Province

Test
-App;ifance
Description

Identification
Losartan potassium (HPLC)

Average mass of | 1ablet

Uniformity of mass
Uniformity of mass of divided tableis

Disintegration time in water

Dissolution active substance
after 30 min. (Q)

Purity HPLC
Losartan isomer

Other impunties each
Sum of all impurities

Content
Losartan potassium in | tbl.

Microbiological quality
- GF XII. category 3A
Total aerobic bacteria

Total Fungi

Absence of Escherichia coli

Limits

white to off-white,oval,
biconvex film-coated tablets,
half-scored on both sides

identical RT
0.1976 g0 0.2184 g

18720 tbl. NMT 1 7.5 %,
2/20 thl. NMT % 15 % from
determined average mass

1820 half tbl. NMT & 7.5 %,
2/20 half tbl. NMT = 15 %
from determined average mass

NMT 30 min
NLT 75 %

NMT 0.2 %
NMT 0.2 %
NMT 0.5 %

0.0475 p10 0.0525 g
NMT 1000 CFU/g

NMT 100 CFU/g

absenceinl g

Results

complies

positive
0.2045 ¢

complies

complies

8 min
97;95,93,98:97,08 %

ND
<0.05 %
<0.05 %

0.0499 g
50 CFU/g

0CFU/g

negative

Evaluation

e U —

complies

complies
complies

complies
complies
complies
complies

complies
complies

complies

complies
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complies

WCanodu Poccus»

complies
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Certificate of analysis
Produet LOZAP @
Prodict numbor 12004854 Bateh LIMS HY 714259
Barch number 2691219 Released quannin 34653 PACKS
Dosage strength 50 mg
Dosage form film-coated tablers
Packaging size 60 tbl fim Daic of anahsis 18.12.2019
Manufacture daie 04.12.2019 Specification P NO15897/01-301 109
Expiny date 30.11.2021 Marketing autherisation P N015897/01
Importing counrn Russia No.
GMID 682487
APl manufacturer  Losartan Potassium - ZHEJIANG TIANYU PHARMACEUTICAL CO,, LTD. - Jiangkou Development
Zone, Huangyan District, China-318 020 Taizhou, Zhejiang Province
| [ ]
Conformity with the specification,

I hereby certify that the above information is authentic and accurate, and that the packaging materials used are in compliance with
Artworks in Aclive Boom in Vista and that the variable information (lot number, expiry date, production date) is correct and located in the
appropriate fields, This batch of product has been manufactured including packaging and quality control at site that is fully functional in
accordance with EU GMP requirements, local regulatory authorities and the marketing authorization of the importing country. Batch
processing, packaging and analysis records have been reviewed and found 10 comply with GMP,

Release for sale

Manufacturing site: Quality control and release site:

Saneca Pharmaceuticals a.s, Nitrianska 100 Saneca Pharmaceuticals a.s, Nitrj f |
920 27 Hlohovee, Slovak Republic 920 27 Hlohovec. Slovak Repd
Authorisation number :  V-15:2019 Authorisation number : V- i

GMP Certificate No : SK/009V/2017 GMP Centificate No - SK/ g

Certified by QP: Farkasova Emilia Certified on: 15.01.2020

Sanecs Pharmaceuticals a5  Nuansas 100 920 27 Motiver  Skvenshs republiha
Vel (od21, 33136 1418 Fau 0421 11 P30 0890 E enad SANECITHSINGCE COM  waw Sanecs gom
€0 46 833323 1S DPM SK2023499842 . Tawabarka B3 & v 2920123416/1100
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