Saneca
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Crpannua 1 u3 2
Cepruduxkar anaausa
Tipooykm JIO3ATI® TAB.IIO.30X100MI"
Homep npooyxma 12004941 Cepus LIMS HV 745 746
Homep cepuu SV5752A Pasmep evinywennoii cepuu 16 220 YITAKOBOK
Josuposka 100 mr
Jlexapcmeennas popma  TaONETKH, OKPHITHIC
IUICHOYHOH 000JI09KOH
Pasmep ynaxosxu 30 Tab nmo Jlama npoeedenus ananuza 19.4.2022
Jama npouzeoocmea 30.3.2022 Cneyughurxayus JIII-Ne(000173)-(PI'-RU)-250321
Jlama ucmeuenus cpoxa 29.2.2024 Homep pecucmpayuonnozo JIII-Ne(000173)-(PI'-RU)
200HOCMU Y00CMOBePEeHUsL:
Cmpana-umnopmep Poccus Ne
GMID 803598
HcnbiTanue Hopmbi Pe3yabTaThl Ouenxa
Onucanue
Onucanue Ta0JIeTKH OBaJIbHbIE COOTBETCTBYET COOTBETCTBYET
JIBOSIKOBBIITYKJIbIE O€JIOT0 WU
MOYTH OEJIOTOo LBETa, C PUCKOH
JUIsL ICTICHHS Ha JIBE YacTH Ha
00eHX CTOPOHAX, MOKPHITHIC
IUICHOYHOH 000J104YKOit
HoaauHHOCTH
Jlozapran kanus (BOXX) RT (o0Opa3ua) =RT MIOJIOXKUTENIbHBIN Pe3yIbTaT COOTBETCTBYET
(cranmapTa)
Cpennsist Mmacca 1 tabnetku 0,3933-0,4347 r 0,4114r COOTBETCTBYET
OnHOpoaHOCTS Ho3upoBaHus | 18/20 Tabim. He Gonee 5 % COOTBETCTBYET COOTBETCTBYET
0 Macce 2/20 tabu. He 6onee 10 % ot
YCTaHOBJIEHHOU cpeaHei
Macchl
OmHOPOIHOCTH MacChl 18/20 mosoBuHOK TabI1. He COOTBETCTBYET COOTBETCTBYET
MOJEJIEHBIX Ta0JIETOK 6onee = 7,5 %,
2/20 moJI0BHHOK TabI1. He
Gomee + 15 %
OT YCTAHOBJICHHOH cpeniHei
Macchl
Bpewms pacniagaemoctu B Boze | He Gonee 30 MuH 6 MuH COOTBETCTBYET
PacrBopenne
yepes 30 muH (Q) He MeHee 75 % 99;102;99;104;102;100 % COOTBETCTBYET
IlocTopoHHHe npuMecH
(BIKX)
W3omep no3apTana He 6onee 0,2 % H/0 COOTBETCTBYET
Jlpyrue enunnunsle npumecu | He 6onee 0,2 % 0% COOTBETCTBYET
OO1ee cozneprxkanue He 6oinee 0,5 % H/0 COOTBETCTBYET
npuMmecei
MuxkpoouoJoruyeckast
4YHCTOTA
- I'd XII, xareropust 3A
OO1ee 4ucIo a3poOHbIX He 6onee 1000 KOE/r 0 KOE/r COOTBETCTBYET
MHKPOOPraHH3MOB
O6uiee 4yucio rpudoB He 6osee 100 KOE/r 0 KOE/r COOTBETCTBYET
Otcytcrue Escherichia coli | orcyrctBue B 1 1 OTPHLATEIBbHBIN pe3yJIbTaT COOTBETCTBYET
KosmyecrBennoe
onpeneaeHne
Jlozapran kamus B 1 TaGm. 0,0950-0,1050 r 0,0978 T

CooTBeTcTBYeT TPeOOBAHMAM ClleHH(PHKANMHA.

Samaca Pharmaceuticals a.s.




Saneca
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Crpannua 2 u3 2
Cepruduxkar anaausa
TIpodyxm JIO3AN® TAB.IIITO.30X100MT’
Homep npooyxma 12004941 Cepus LIMS HV 745 746
Homep cepuu SV5752A Pasmep evinywennoii cepuu 16 220 YITAKOBOK
Josuposka 100 mr

Jlexapcmeennas popma  TaONETKH, OKPHITHIC
IUIEHOYHOM 000JI0UKOIt

Pasmep ynaxosxu 30 Tab nmo Jlama npoeedenus ananuza 19.4.2022

Jlama npoussoocmea 30.3.2022 Cneyughurxayus JIII-Ne(000173)-(PI'-RU)-250321
Jlama ucmeuenus cpoxa 29.2.2024 Homep pecucmpayuonnozo JIII-Ne(000173)-(PI'-RU)
200HOCMU Y00CMOBePEeHUsL:

Cmpana-umnopmep Poccus Ne

GMID 803598

HacTosmuMm s moATBepkaaio, 9TO BEIMICYKa3aHHAs WHQOpMALUS SBISETCS BepHOW W TO4HOH. JlaHHas cepus
MPOM3BEICHA, BKIIOYAs YIIAKOBKY M KOHTPOJb KadecTBa, Ha HIKEYNOMSHYTOW MPOM3BOJICTBCHHOW IUIOIIAIKE B
TTOJTHOM COOTBETCTBHUH ¢ TpeboBarmsamu Hamnexameit nponsBoacTBeHHON MpakTUKH (GMP) MECTHBIX peryIsSTOpPHBIX
OpraHoB ® crenupuKanusMu PerucTparioHHOTO YJOCTOBEPCHUS CTPaHBI-UMIOpPTEpa- CHenuUKAIUSIME
HopmatuBHo# JlokyMeHTaIu. 3alUCH MO MPOU3BOJICTBY, YIIAKOBKE M KOHTPOJIIO Ka4eCTBa CEPHUU OBLIH MPOBEPCHBI
W TpPU3HAHBl COOTBETCTBYHOINUMH TpeOoBanusM GMP. MapkupoBka B TOJHOM COOTBETCTBHH C MOCICIHEH
yTBepkKJIeHHOH B MuHucTtepcTBe 3apaBooxpaHeHus Poccuiickoit denepanuu Bepcuedl MaKeTOB YIMAKOBOUHBIX
MaTepHajoB U HHCTPYKUKEH O METUIIMHCKOMY TIPUMEHEHHUIO.

Beinymieno k npoaaxe

IIponsBoacTBeHHAS MIOMIAIKA: KoHTpoJib kadecTBa M BBIMYCKAIOMIAS MIOMIAIKA:
«Canexa @apmacprotukalic a.c.», Hurpuancka 100 «Caneka PapmacbloTHKaIC a.c.», Hurpuancka 100
92027, I'noroew;, Crnosarikast Pecrry0nuka 920 27 I'morosen Peciy6nuka CrnoBakust
Perucrpanmonnsnii Homep: V-15/2021 Perucrpannonnsiii Homep: V-15/2021

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

YT1BepxkaeHo ynoanomoueHnsIM aunom: Karlovska Mariana HMara:  20.4.2022
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Certificate of analysis

Saneca
Pharmaceutscals
Product - " LOZAP ® TBL.FLM. 30X100MG
Product number 12004941 Batch LIMS HV 745 746
Batch number SVS5752A Released quantity 16220 PACKS
Dosage strerigth 100 mg
Dosage form film-coated tablets _
. Packaging size 30 thl flm Date of analysis 19, 4. 2022
Manufacture date 30. 3. 2022 Specification LP-No(000173)-(RG-RU)-250321
Expiry date 29.2.2024 Marketing authorisation  LP-No(000173)-(RG-RU)
Importing country Russia No. =~
GMID 803598
Test - Limits Results ‘Evaluation
__Ap];eafance | , R
' Description . white to off-white,oval, complies . complies
: : biconvex film-coated tablgts, '
_half-scored on both sides
Identlﬂcatmn : S
Losartan potassium (HPLC) ~ identical RT - " positive . complies
- Average weight of 1 tablet 039331004347 g 0.4114g" “complies
Uniformity of mass - 18/20 tbl. NMT + 5 %, comiplies complies
T ~2/20 tbl. NMT + 10 % from ’ '
- determined average mass - ,
_Umfonmty of mass of dmded '18/20 half tbl. NMT % 7.5 %; complies complies
tablets ¥ '2/20 half thl NMT £ 15 %
o from determined average mass .
Disintegratibn' time in water “ NMT 30 min 6 min . ‘complies
v Dlssolutlon of actlve substance ' S o . TP .
- after 30 min. (Q) " NLT 75 % 99;102;99;104;102;100 % complies
Purity HPLC) S 3 R Y
Losartan 1somcr NMT 0. 2 % 'ND complies
Other mdmdual lmpunnes ’NMT 0. 2 %: 10% complies
Total impurities ' NMT 0.5 % ND complies
Mlcroblologlcal quality o
- GF XII, category 3A : . ce
Total aerobic bacteria NMT 1 000 CFU/g 0 CFU/g complies
Total Fpng1 - NMT 100 CFU/g 0 CFU/g complies
Absence of Escherichia coli absence m lg negative complies
Content
Losartan potassium in 1 tbl. 0.0950 g t0 0.1050 g 0.0978 g complies
Conformity with the specification.

Saneca Pharmaceuticals a.s. ? 1wl o
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Certificate of analysis

Saneca
Pharmaceuticals
- Product LOZAP ® TBL.FLM.30X100MG
Product number 112004941 Batch LIMS HV 745 746
Batch number SV5752A Released quantzty 16 220 PACKS
Dosage strength © 100 mg
Dosage form film-coated tablets
Packaging size 30tbl film Date of analysis 19. 4. 2022 »
Manufacture date 30.3. 2022 Specification LP-No(000173)-(RG-RU)-250321
Expiry date 29.2.2024 Marketing authorisation  LP-No(000173)-(RG-RU)
Importing country Russia No. '
GMID 803598

I hereby certify that the above information is authentic and accurate. This batch product has been manufactured including packagmg 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 Ma.rke'tmg '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 compllance with. the last approvcd by Ministry of
Health of the Russian F ederatlon version of packagmg and leaﬂet artworks. .

Release for sale

Manufﬁcturilig site- Quilify control and release site:

Saneca Pharmaccutlcals a. s -Nitrianska 100 Saneca. Phannaccuncals a.s, Nﬂnanska 100

92027 Hlohovec Slovak republic 920 27 Hlohovec, Slovak republlc

Authorisation numbcr - V-15/2021 -Authorisation number : V-15/2021

GMP Certificate No : SK/019V/2020 . GMP Certificate No : SK/019V/2020
o | - aclin e’ e

Certified by QP: Karlovsk4 Mariana _Certified on: 20. 4. 2022

{ Saneca Pharmaceuticals a.s.
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