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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJTM3A

Product Cetrine film coated tablets, 10 mg

[IIpoayxr LleTpun® TabieTKH, MOKPbIThIE MNIEHOYHON 000104K0#, 10 Mr

Batch No / B2202204 Batch Quantity / : 687.600 KG /

| Cepust Ne O0rem MapTHH 687.600 KT
Analytical Report No / 2002FP22001602 Date of Analysis / 09-08-2022
AnanuTHYecKnii oTyeTr Ne JlaTa anaausza

Date of Manufacture / 03/2022 Date of Expiry / 02/2025
Jara npousBoacTea Togen go

Analysis performed according ND / Anaiu3s nposexen mo HJI: TT N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3M. Ne 2 ot 07.10.2021)

Ne Test / IloxazaTeanb

1 Description / Oniicanne

Result / Pe3syibTaTsl

Specification / Hopma

White coloured, round, biconvex film
coated tablet with a breakline on one side.
'White core on a cross section. / Kpyrusie
IBOSAKOBBIMYKJIbIE TAONCTKH, MOKPHITHIE
[IEHOYHOM 000JIOYKOH Oenoro 1BeTa, C

puckoii 1a  omioil  cropoue. Ha
MOTIEPeYHOM paspe3e — sAapo Oenoro
uBETA.

White or off white coloured, round—,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyriibie HBOSKOBBITYKIIbIE TaOJIETKH,
MOKPBLITHIE  TUIGHOUHONH  060J10UKOIA
Gerroro WM To4YTH Oeyioro 1BeTa, ¢
pruckoii Ha OgHOH cropoHe. Ha
MOMEePEYHOM paspese — sapo oT H6enoro
IO TOYTH OEJTOTO 1BETA.

2 Identification by HPLC/
[ToanuHHOCTD

Complies as prescribed /
CoOTBETCTBYET

The retention time of the main peak
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). /

BpeMst  yAEp>KXWBaHUS OCHOBHOTO
nuKa Ha XpoMaTorpamme
HCTIBITYEMOTO ~ PacTBOpa  HOJKHO
COOTBETCTBOBATH BpPEMEHH
yIaep>)KUBaHUs OCHOBHOrO TNHKa Ha
XpoMaTorpaMmme pacTBopa
CTaHJapTHOro obpasua UeTUpU3NHA
CUAPOXIIOpHIA (pazmen
«KonnuecTBeHHOE ONPEEIEHHED ).

3 Average weight / Cpearss
Macca

190.5mg /190,5 mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,3 mr no
196,7 mr)

Water / Bona

3.9% w/w / 3,9%

Not more than 8.0% w/w /
He 6onee 8,0 %

W ‘ ESY

 Uniformity of dosage units
/ OIHOPOAHOCTH
TO3UPOBAHUS

83/83

The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokazatens npuemsieMocTd (AV)
mo/KeH ObITE He Ooiee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykr cooTBeTcTBYET TpeboBaHusaM HJL

Conclusion : APPROVED /
Sakaouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

Product : Cetrine film coated tablets, 10 mg

Ipoayxr : IleTpuH® TabneTky, NOKPHIThIE MIEHOUHON 0607104K0M, 10 Mr

Batch No / i B2202204 Batch Quantity / 1 687.600 KG /
Cepust Ne O6Bem napTun 687,600 KI'
Analytical Report No / : 2002FP22001602 Date of Analysis / : 09-08-2022
AHanurHdeckuii oTyer Ne Marta ananusa

Date of Manufacture / : 03/2022 Date of Expiry / : 02/2025
Jara npon3Bo/CcTBA Tonen po

Analysis performed according ND / Ananns nposenen mo HJI: 11 NO13283/01-160919 (amend Ne | from
12.05.2020 / mam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

No Test / ITloxazaTenan Result / PesyabTaTsl

Specification / Hopma

6 Dissolution / Pacreopenue 93%, 93%, 95%, 93%, 97%_, 97%

labeled amount

mMrHapoxIopua) depes 30 MuH.

Not less than 80% (Q) of the

of

Cz 1 H25C1N203 2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /
He w™menee 80 % (Q) or
HOMWHAJIEHOTO cofiepskaHus

C,1HysCIN,O5-2HCI (uietupusuna

7 Impurities by HPLC/
PoacTBeHHbIE TpUMecH

LEeTUPU3MHA
a) Impurity A/ Not detected / He o6napysxenHa
npuMech A

b) Impurity B / & o
pumech B Less than LOQ (1LOQ=0.010%)
c) Impurity C / 0.05% / 0,05%

npumeck C

d) Impurity D / Not detected / He o6napyxena
nmpumeck D

o) Impurity E / 0.03% / 0.03%

npuMech E

f) Impurity F / Less than Limit of Detection
npumeck F LOD=0.015%)

g) Any unspecified impurity

JIrobasg equnuaHas 0.10% /0,10%

HeuaeHTUDUIIMPOBAHH
as IpUMech

h) Total impurities / Cymma  0-2%/0,2%
npuMecen

%

%o

%
%
%o
%
g) Not more than 0.2% /

He 6onee 0,2%

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

a) Not more than 0.2 % / ue 6onee 0,2

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

c) Not more than 0.2 % / ue 6onee 0,2

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

e) Not more than 0.2 % / ne 6onee 0,2

f) Not more than 0.2 % / ne 6onee 0,2

Remarks : The Product confirms to ND/

IMpumeuanue: [Ipoaykr coorBeTcTBYET TpebGoBanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIN3A
Product Cetrine film coated tablets, 10 mg R
IIpoaykT Ilerpun® TabieTKH, MOKPBIThIE MICHOYHON 0607104K0H,10 Mr |
Batch No / B2202204 Batch Quantity / : 687.600 KG /
| Cepus Ne OGBeM HapTHu 687.600 KT"
Analytical Report No / 2002FP22001602 Date of Analysis / : 09-08-2022
AnaanTHueckHil oTueT Ne JlaTa ananusa
Date of Manufacture / 03/2022 Date of Expiry / 02/2025
 [laTa mpousBoacTBa T'onen go
Analysis performed according ND / Anaims nposesxen mo HJI: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 ot 07.10.2021)
[Ne  |[Test/MokasaTenn Result / Pe3yanTatsl B Specification / Hopma -
8 Microbial limits /
Mukpobuosnoruueckas
YHECTOTA
a) Total acrobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / Obiee yncio Menee 10 KOE/r He 6onee 1000 KOE/r
a3poO0ILIX MHKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g / He 6o0mnee 100 KOE/r
mould count / O6wee uncio  Menee 10 KOE/r
NPOMOKEBBIX U TIIECHEBBIX
rpu6os Shall be absent in 1g / OrcyrcTeue B 1
Absent in 1g / OrcyTcTBYyeT B 1T r
c) E. coli |
9 Assay / KonuuectBeHHOE 9.63 mg /9,63 mr Each film coated tablet contains nof
olpezieNieHHe less than 9.0 mg and not more than 11.0
mg C2]H25CIN203'2HC1 (cetirizine
dihydrochloride) per tablet / OT 9,0 wmr
10 11 ,O Mr C21H25C1N203 -2HCI
(neTupu3HHa  JUTHOPOXJIOPHIA) B
| TabJIeTKe.
10 Package / Ynakoeka 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. / ITo 10 Tabnetok B leaflet in a carton. "In bulk" package:
[IBX/amomunueBom Oarctepe. I1o 10 blisters in a carton. 252 cartons in
2 GnmucTepa BMecTe ¢ MHCTPYKIUEH 10 master carton.
MPUMEHEHHFO YITaKOBaHBI B TTAUKy ITo 10 TabneTok B
KapTOHHYIO. [1BX/amomMunuesoM 6nuctepe. [lo 2
i 3 6ucrepa BMecTe ©
HHCTPYKIMEH 1O MPHMEHEHUIO
YIaKOBaHbl B MAYKy KAPTOHHYIO.
Vmakoka  "in-bulk™: Ilo 10
OJINCTEPOB MOMENIAIOT B KAPTOHHYO
kopobky. [lo 252  kapToHHBIE
KOpOOKH TMMOMEIIAOT B KapTOHHBIH
_ o KopoO.
11 Labeling / MapkupoBka According to ND / B coorBercTeun ¢ H]I
12 Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Bbie 25 °C.
XpaHeHue
13 Shelf life / Cpok ronnoctn 3 years / 3 rona B
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: [Ipoaykr cooTBeTcTBYET TpeboBanusM HJJ Baxsouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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