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TEJ3AI IUIFOC 80 MI'" + 12,5 MI' 90TABJIETOK (PYC)

CEPTU®UKAT AHAJIM3A

Homep cepun CLB03935
GMID 784147
JlaTa npou3BoAcTBa 17.06.2022
Cpoxk rogHocTu 05.2024
JlaTa npoBeJeHus aHAJIN3A 06.07.2022
Pa3mep naprun 305.35 KI'
OTrpy:KeHHBIil 00beM 6 869 VITAK

YcaoBus XxpaHeHUs

Homep PY

Homep HJ{

Hazpanue A®C/ Aapec nponsBoauTesi
Haumenopanue ITocraBmuka APC
Hazpanue A®C/ Aapec nponsBoauTes
Haumenopanue ITocraBmuka APC
Cepus AOU

He Bpime 25°C
JITI-Ne(000182)-(PT'-RU)
JITI-Ne(000182)-(PI"-RU)-300321
Tenamucaptan/ API Unit-1, Panelav Village, P.O. Tajpura, Near Baska Taluka Halol, Panchmahal District-389350, Gujarat, India.
Anem6ux ®apmacbloTikainc JInmuren
T'uppoxnoptuaszua/ Plot No 99, M.I.D.C.Area Village Dhatav-Roha, Dist Raigad, India-402 116 Roha, Maharashtra
IOHukem JlaGoparopus Jltx.
Tenamucaptan//2202003862

I'nppoxnoptuasun/ RHTP200470

Tlapamerp Cnenudukanus PesyabTat CooTBercTBHE
Onucanne (BU3yaJbHbIN 0CMOTP) [Ipononrosatsie, NBOSKOBBIMYKIIbIC TaOneTku 6enoro | IIpononrosareie, IBOSKOBBIMYKiIble | COOTBETCTBYET
WM TIOYTH 0EJIOro [BETA C )KENTOBATHIM OTTEHKOM C TaONeTKU O6ENIoro WM MOYTH
IpaBUPOBKOH «81» Ha OJTHOI CTOPOHE. 0eJIoro IBETa C JKENTOBATHIM
OTTEHKOM C I'PaBUPOBKOI «81» Ha
OJIHO CTOpOHE.
Hopaunnocts Tenmucapran BpeMs yaepkuBaHUS OHOTO U3 OCHOBHBIX NMUKOB Ha | [losokuTenbHbINH CooTBeTCTBYET
(BIXKX) XpOMAaTOrpaMMe HCIBITYEMOrO pacTBoOpa,
MIPUTOTOBJIEHHOT'O JJIsl KOJIMYECTBEHHOTO OIPEAEIICHHUS,
JIOJDKHO COOTBETCTBOBATh BPEMEHHU YACPKUBAHUS
OCHOBHOTO ITMKa Ha XPOMATOrpaMMe CTaHJapTHOTO
pacTBOpa TeJIMHCapTaHa.
Hopaunnocts Teamucapran Y®-criekTp 01HOr0 U3 OCHOBHBIX ITMKOB Ha IonoxutenpHbIH CooTBeTcTBYyET
(Y®-cnexkrpodoTomerpus) XpoMaTorpaMMe HCIIBITyeMOro oopasua,
MIPUrOTOBJIEHHOT'O JJIsl KOJIMYECTBEHHOTO OIPEAEIICHHUS,
JIOJDKEH COOTBETCTBOBATh Y D-CHEKTpPY MHUKA
TeJIMHCapTaHa CTAaHAAPTHOTO PacTBOpa.
Hopaunnocts 'uapoxaopruasug BpeMs yaepkuBaHUS OHOTO U3 OCHOBHBIX MUKOB Ha | [TosioxkuTenbHBIN CooTBeTCTBYET
(B7KX) XpOMaTorpaMMe HCIBITYEMOTO pacTBopa,
MIPUTOTOBJICHHOTO /ISl KOTMYECTBEHHOTO OIPEICIICHNS,
JIOJDKHO COOTBETCTBOBATh BPEMEHHU YACPKUBAHUS
OCHOBHOTO ITMKa Ha XpPOMaTOrpaMMe CTaHJJapTHOTO
pacTBOpa ruIpOXJIOPTUA3HUIA.
Hopnunnocts I'mapoxaopruasnyg Y®-cnexTp 0JHOTO U3 OCHOBHBIX ITMKOB Ha ITonoxuTenbHbII CooTBeTCTBYET
(Y®-cnexkrpodoTomerpus) XpoMaTorpaMMe HCIIBITyeMOro oopasua,
MIPUTOTOBJIEHHOT'O JJIsl KOJIMYECTBEHHOTO OIPEEIICHHU,
JIOJDKEH COOTBETCTBOBATh Y D-CHEKTpY MHUKa
THIPOXJIOPTHA3UAA CTAaHIAPTHOTO PACTBOpA.
Cpennsisi Macca tadaerok (Esp.®@apm mwm I'd. PO) |01 0,473 10 0,512 1 0,492 CoOoTBeTCTBYET
Pacropenne (Y®-cniekrpodoromerpust nim BI7KX) |He menee 75 % (Q) oT 3as1BI€HHOTO KOJIMUECTBA 99 CooTBeTcTBYET
TeNMHCcapTaHa yepes 45 MUH
He menee 75 % (Q) OT 3asIBI€HHOTO KOJIMYECTBA 97
TUAPOXJIOPTHA3KIA Yepe3 45 MUH
PoacrBennbie npumecu I'uapoxiaopruasuaa (BIXKX)
IIpumecs A He 6omee 0,5 % H.O
Ipumecs B He 6omee 1,0 % 0,07 CootetcTayer
Mpumecs C He 6omee 0,5 % 0,20
Enunnynas HenaeHTH(UIHMPOBAHHASI NIPUMeCh He 60mee 0,2 % 0,14
Cymma npumeceii He 6ouee 1,5 % 0,48
PoacrBennsbie npumecu Teamucaprana (BIXKX)
MeTuJ10Bblii 3¢up He 6omee 0,2 % H.O
CooTBeTCTBYET
Enunnynas HenaeHTH(UIHMPOBAHHASI IPUMeCh He 60mee 0,2 % 0,03
Cymma npumeceii He 6ouee 0,5 % 0,03
Ocrarounble opranudeckune pacrsopuresn (I'X) Dranousia — He 60see 20000 ppm 9463 CooTBeTCTBYET
Muxpoouonoruyeckast uncrora (Esp.®@apm win I'®.
PD) <5
Oo6uree unciio a3podoubIx mukpoopranuzmos (TAMC) |He 6osiee 100 KOE/, <5 COOTBETCTBYCT
OOf11ee YHCI0 APOKKEBBIX U IIECHEBLIX rpUbOB OtcyTeTBYyeT/T OtcyTcTByeT 4
(TYMC)
E. Coli
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305.35 KI'

6 869 YIIAK

He Bpime 25°C

JITI-Ne(000182)-(PT-RU)

JITI-Ne(000182)-(PI"-RU)-300321

Tenamucaptan/ API Unit-1, Panelav Village, P.O. Tajpura, Near Baska Taluka Halol, Panchmahal District-389350, Gujarat, India.
Anem6ux ®apmacbloTikainc JInmuren

T'uppoxnoptuaszua/ Plot No 99, M.I.D.C.Area Village Dhatav-Roha, Dist Raigad, India-402 116 Roha, Maharashtra
IOHukem JlaGoparopus Jltx.

Tenamucaptan//2202003862

I'nppoxnoptuasun/ RHTP200470

Tlapamerp Cnenudukanus PesyabTat CooTBercTBHE
OnnopoaHocTts no3upoBanus (Egp.®@apm uim I'D.
P®@) CooTBeTCTBYET
Teamucapran AV <15,0 3,1 4
I'mapoxJopTuasug AV <150 53
KonnuyectBenHoe onpenenenne (BIKX)
Teamucapran Ot 76,0 mr 10 84,0 mr 78,0 CooTBeTcTBYyET
I'mapoxaopTuasujg Ot 11,9 mr mo 13,1 mr 12,5
YnakoBka M MAapKHPOBKa ITo 10 tabnerok B Onuctepe u3 Amo/Amo. ITo 3w 9 | CooTBeTCTBYET CooTBeTcTBYyET
OIIMCTEPOB MOMEIICHBI B TAYKy KaPTOHHYIO BMECTE C
HMHCTPYKIHUEH M0 MPUMEHEHHIO.

Jaunslit cepTudukar nonreepxkuaet, uro ganuas naprtus (TEJISAIT ITJIFOC 80 MI + 12,5 MI" 90 TABJIETOK) cootBetctByeT TpeboBanusm HopmarusHoii JJokymeHTaum
(KaK 4aCTH PETHCTPALIOHHOIO JIOChE), 3apPETHCTPUPOBAHHOM B HacTosee Bpems B Poccuiickoii deniepann, 1o BceM IepedUCICHHBIM IT0Ka3aTelsIM Ka4ecTBa.
Hacrosimum noateepkaaeTcs, 4T0 Ceprsi COOTBETCTBYET TpeboBaHusaM Paznenos YmakoBka u Mapkupoka HopmatusHoii JJokyMeHTalMu, 3aperucTpUpOBaHHON B

HacTosee Bpems B Poccuiickoit denepanun.

Jlara BbInycka 06.07.2022
Toanucek//laTa 19.07.2022
Hms neyaTHbIMH OyKBaMu: Melek Isik Akin Kilicvuran Elif Okurgan

Jlo/kHOCTH

YHOJIHOMOYEHHOE JIUIO0
/moanuce/ 19.07.2022

CrieraticT oT/ena KOHTposts kauectBa  CIEIMATNCT 110 KOHTPOJIIO Ka4ecTBa
/momnuce/ 19.07.2022 /momnuce/ 19.07.2022

Cano¢u Mnau Canaiin Be Tumkaper A.ILL
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Batch Number

Batch Size

Shipped Quantity

Storage Condition

Market Aothorization Number
ND-oumber

APl Name/Address of manufacturing site
AP1 Supplicr Name

TELZAP HCT 80 MG/12.5 MG 90 TABLET (R1)

CERTIFICATE OF ANALYSIS
CLB01935

MSISKG

6869 PAC

Not exceeding 25°C
LP-N2{000182)-{RG- RU)Y
LP-N[D00182)-{RG-RU}-300321

Telmisarian/API Unit-1, Panclav Village, P.0. Tajpura, Near Baska Taluka Halot, Panchmadial Disttics-389350, Gujarat, India

ALEMBC PHARMACEUTICALS LIMITED

AP! Name/Address of facturing site

lot Ne. 99, M.LD.C Arca Village Dhatav-Rohe, District Raigad, India<402 116 Roha, Maharashtra

AFI Supplier Name UNICHEM LABORATORIES LIMITED
TELMISARTAN/2202003862
APT Lot No HCTZRHTP200470
Analysis Specification | Results Cunforms
Elongated, biconvex tablets, white to off-white with yellowsh tone, cbossed Elongated, biconvex iablets, white to off-whise with
Deseription (Vissal fnspection) with “81” on one side. | vellowish tone, mbossed with "81" on gne sige, | TS
Retention time of one of the meain peak in the chromatogram of the test solution
Identity Telmisartan (HPLC) prepared for the assay should correspond 10 the Tetention titse of the main peak ia Positive
the chromatogram of telmisarten standard sclution. ositiv Conforms
Tdentity Temlsartan (UV} The UV spearum of one of the main peak in the chromatogram of the test
solution prepared for the Assay should correspond to the LIV spectrum of Pogitive Conforms
telmisartan in the chromategram of standard solution.
Retention time of ooe of the main peak in the chromatogram of the test sofution
Identity Hydrochlorothiazide (HPLC) prepared for the assay should comespond to the retention time of the main peak ia Positi
the chy of hydrochlorothiazide stendand solution. ostiive Coaforms
1dentity Hydrochiorothiszide (8/V) The UV spectrum of on¢ of the main peak in the chromatogran of the test
scluticn prepared for the Assay should cormespend to the UV spectrum of FPositive Conforms
aydrochlotothinzide in the ch of standard solution
Average mass of « tablet (Ph.Eur, or PRRU) [0.473-0.512 g 0.492 Conforms
N Not less than 75% {Q) of the declared content of telmisanan in 45 roin and 99
D UV spectr ¥ 07 HPLC) |, ot less than 75% (Q) af the declared coment of bydroeldorotbinzide in 45 min. |97 Confoms
Related Hydrochlorothiazide Substances
(HPLC)
lmpurity A Not more than 0.5 % N.D.
[mpurity B ‘Not more than 1 % 0.07 Conforms
Impurity C Mot sore thas 0.5 % 0,20
Any individual enidentificd impurity Not more than 0.2 % .14
Total Impurities Not more than [.5 % 0.48
Related Telmisartan Substances (HPLC)
Methyl ester
] Nol mare than 0.2 % N.D. Confiymus
;;il"i"i""::;“"""“ﬁ"" Impuriy ot more than 0.2 % 0.03
i Nat more than 0.5 % 0.03
Residual orgasic solventy Ethagol-Nat more than 260 ppm 9463 Conforis
{Gis chromatography)
M iological purity (Ph.Eur. or PARU)
TAMC Not more thain 1000 CFU/g <5
TYMC Net more than 100 CFU/ <5 Conforms
E.Coli Absent/] Absem
Content Uniformity (Ph.Eur. or PRRL)
AV<15.0 3.1 Conforms
AV<I5 ] 5.3
76.0-84.0 mg 78.0
18,9:12.1 mg 12.5 Conforms
10 wablets per a blister made from Alu/Alu. 3 or 9 blisters atong with the package Conforms Confiyms

Packaging and Labelling

insert in a candhoard box

s confirms that cumren batch of (TELZAP HCT 80 MG/12.5 MG 90 TABLET) mests the

Jisted quality parameters.

1 is hereby cortified that batch eets the requingments of Sections Packaging and Labelling of

L
No ,l Do&;m@
AN

isiered in Russian Federation.

EEf Okurgar
Specialist of QC (Compliance)

requirernents of the Normative Docutnent (as a par: of Regulatory dossier) corremly registered in Russian Federation o the

Release Date 06.07.2022
Sigrmature/Date 19.07.2022
Printed Namc Melek Ik
Title Qualified PerSon (QA) Specialigh of QC (Compliance)
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