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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Cetrine film coated tablets, 10 mg

Mpoaykt : IleTpnH® TabNETKH, MOKPHITEIE TNIEHOUHON 0605104KOM, 10 MT o -
Batch No / : B2200896 Batch Quantity / : 687.600 KG/

Cepusa Ne O6bem mapTui 687,600 KT B
Analytical Report No / ¢ 2002FP22000611 Date of Analysis / : 31-03-2022
Anajurudeckni oTuet Ne e JlaTta anainza I
Date of Manufacture / ¢ 03/2022 Date of Expiry / ;0272025

JlaTa MpoON3BOACTBA Toaen go

Analysis performed according ND / Anasus nposeaen mo H: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne Test / Hoxc_agTe__m: Result / PesyabTaThl Specification / Hopma _
White coloured, round, biconvex film| White or off white coloured, round,
| Description / Onicanue coated tablet with a breakline on one side.|biconvex film coated tablet with a

White core on a cross section. / Kpyrneie breakline on one side. White to off-

BOSKOBBINYKNblE Tabnerku, mnokpwiThie|white core on a cross section. /
MIeHOYHOM o6onmoukoit Genoro uBeTa, c|Kpyrible OBOSKOBBITYKIIbIE TaONETKH,
puckoii Ha  omHONH  cTopoHe. Ha|mokpwIThle IUIEHOYHON  06GonmouKoit
[oIepeusdoM paspese — sjapo Oenoro|benoro wiaM moutd Genoro uBera,
[BETA. pruckoii Ha onmHOH cropone. Ha
[IOTIEpevHOM pa3pese — SAPo oT Heroro
- 10 TOYTH 6€eJI0oro UuBeTa. |
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[TogmuHHOCTL COOTBETCTBYET in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /
Bpems ynmepkuBaHWS OCHOBHOTO
MHKa Ha XpoMarorpamMmme
HCIILITYEMOI0  pacTBopa  HOJKHO
COOTBETCTBOBATh BpeMeHU
yIepXKHBaHWsT OCHOBHOTO TIMKa Ha
XpOMaTorpaMme pacTBopa
CTaHZapTHOro 06pa3ia LEeTHpH3NHA
THAPOXJIOpHIA (pazmen
«KonnyecTBeHHOE OMPEAEIIEHUEY ). |
3 Average weight / Cpennsst 190.7 mg /190,7 Mr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
Macca 191,0 Mr £ 3,0% (ot 1853 wmr mo
| - 196,7 mr) -

Water / Bona 3.2% wiw/3,2% Not more than 8.0% w/w /
He 6omee 8,0 % -
5 Uniformity of dosage units 5.0/5,0 The acceptance value (AV) should be
/ OMHOPOIHOCTH less than or equal to 15.0/
IMo31pOBaHUs [Tokasarens npuemmaemMocty (AV)
[oJKeH ObITh He Gomee 15,0.

™|

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [IpoaYKT COOTBETCTBYET Tpebosanusam HJT 3axaiouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg
MpoaykT LietprH® TabeTKN, HOKPBITEIE MIEHOYHOM 06010YK0#,10 Mr
Batch No / B2200896 Batch Quantity / : 687.600 KG/
Cepna Ne ~_ |O6bem napTaH 687,600 KI'
Analytical Report No / 2002FP22000611 Date of Analysis / 31-03-2022 ]
AHanuTUYeCKHIl oTyeT Ne JlaTa anaam3a
Date of Manufacture / 03/2022 Date of Expiry / 02/2025
JIaTa npou3zBoOaACTBA Topeu no

Analysis performed according ND / Anasus nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.10.2021)

96%, 99%, 98%, 97%, 95%, 95%

Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C, H,sCIN,0O;-2HCI1 (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wMenee % (Q) ot
HOMUHATBEHOTO conepaHms
C2]H25C1N203'2HC] (HCTI/IpI/IBI/IHa
muruapoxyopun) depes 30 MuH.

80

a) Impurity A /
npumecs A

b) Impurity B /
nmpruMecs B
c) Impurity C/
npumech C
d) Impurity D /
npumech D
e) Impurity E /
opumecsk B

f) Impurity F /
npuMeck F

g) Any unspecified impurity

JIro6as emnHUYHAasA
HEWIEHTHHUITUPOBAHH
ast IPUMECh

h) Total impurities / Cymma
npuMece

N‘g ‘Test / IokasaTens | Result / Pe3yanTaTh
6 Dissolution / Pacrsopenne
7 Impurities by HPLC/

PopcTBeHHBIE PUMECH

LEeTUPU3UHA

Less than LOQ (LOQ=0.019%)

0.01% / 0,01%
Not detected / He o6HapyxeHa

Not detected / He o6napyxena

0.04% / 0,04%

Not detected / He o6Hapy»xxena

0.12% / 0,12%

0.2%/0,2%

a) Not more than 0.2 % / xe Gonee 0,2
%

b) Not more than 0.2 % / He 6omee 0,2
%%

c) Not more than 0.2 % / He Gosee 0,2
%

d) Not more than 0.2 % / ae 6onee 0,2
%%

e) Not more than 0.2 % / He Gonee 0,2
%

f) Not more than 0.2 % / He Gonee 0,2
%

g) Not more than 0.2% /
He 6onee 0,2%

h) Not more than 2.0% /
He 6omee 2,0%

Remarks : The Product confirms to ND/
ITpumeuanue: TlpogykT cooTBeTCTBYET TpeboBannsM HJ{

Conclusion : APPROVED /
3axarouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg
MpoayxTt LeTpru® TabneTKH, MOKPBITEIE MIIEHOIHOR 060mouKoWH, 10 MT
Batch No / B2200896 Batch Quantity / : 687.600 KG/
Cepun Ne B O6beM mapTHH 687,600 KI" ]
Analytical Report No / 2002FP22000611 Date of Analysis / 31-03-2022
AHanuTuyeckmii order Ne JdaTa anaansa
Date of Manufacture / 03/2022 Date of Expiry / 02/2025
JaTa MpoH3BOACTBA Togen a0
Analysis performed according ND / Anasus nposegen mo HJI: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 oT 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)
Ne | Test/ Iokasateas i Result / Pe3ybTaThl Specification / Hopma :
8 Microbial limits / |
MukpoGronornueckas
MHCTOTa
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Ob6ee 4ucno Mesee 10 KOE/r He 6onee 1000 KOE/r
a’pOOHBIX MUKPOOPTaHH3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / Obtuee uncio Menee 10 KOE/r
IPOYMCOKEBBIX M TTECHEBBIX
rpu6oB Shall be absent in 1g / Otcyrctiue B 1
Absent in 1g / OrcyrerByet B 1T r
c) E. coli -
9 Assay / KonndecTBeHHOE 9.63 mg /9,63 mMr Each film coated tablet contains not
oTpeneneHye less than 9.0 mg and not more than 11.0
mg C,;HysCIN;O3-2HCL  (cetirizine
dihydrochloride) per tablet / Ot 9,0 M
0 1 1,0 Mr C2|H25C1N203'2HC1
(uetHpu3uHa  AUTUAPOXIIOPUN) B
B . Tabnerke.
10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / [To 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/amomunuaneBoM Oucrepe. [1o 10 blisters in a carton. 252 cartons in
2 bnmctepa BMecTe ¢ WHCTPYKLMEN 110 master carton.
IMTPUMEHEHWIO YTaKOBaHbI B NTAYKy / 1To 10 Tabnetok B
KapTOHHY1O. [TBX/anromunaneBoM 6mmctepe. [To 2
unu 3 GmcTepa BMecTe ¢
WHCTPYKIUMEH TI0 IPUMEHCHUEO
yITaKOBAHEI B MUKy KapTOHHYIO.
Vmakoska  "in-bulk": ITo 10
GIIUCTEPOB TOMEIIAIOT B KAPTOHHYIO
kopobky. Tlo 252 xaproHHbIe
KOpOOKM TIOMEIafoT B KAapTOHHBIH
| KopoO. -
11 Labeling / MapkupoBka According to ND / B cootsercTsun ¢ HJ|
12 Storage conditions / At temperature below 25 °C. / I1pu Temnepartype He Bbiwe 25 °C.
X paHeHHe
13 Shelf life / Cpok rogsoct  [3 years / 3 roga
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanmsam H]JI 3akawuenne: OJOBPEHO
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