Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
NMpoaykT _: lletpun® TabiieTkH, NMOKPHITEIE TUIEHOYHOH 060n0uKo#,10 Mr
Batch No / : B2200151 Batch Quantity / : 671490 KG/
Cepus Ne O6beM naprun 671,490 KI'
Analytical Report No/ 2002FP22000141 Date of Analysis / + 30-01-2022
AHATUTHYECKHIT oTyeT Ne JlaTa aHanu3a
Date of Manufacture / : 01/2022 Date of Expiry / 12/2024
JlaTa MPOH3BOACTBA Tonen go

Analysis performed according ND / Ananus nposexen no HJI: T N013283/01-160919 (amend Ne 1 from

12.05.2020 / m3M. Ne 1 ot 12.05.2020

Ne

Test / Iloxa3aTenn

Result / PeayabTaTsl

Specification / Hopma

1

Description / Onucanue

pUCKOX HAa  OfHOW

LBCTA.

White coloured, round, biconvex filmpiconvex film coated tablet with a
icoated tablet with a breakline on one side.|breakline on one side. White to off-
White core on a cross section. / Kpyrneiefwhite core on a cross section. /
NBOSKOBBITYKIIble TabneTkd, MoKphIThie[Kpyriisle ABOAKOBLINYKIIbIE TabneTkH,
nneHoYHo# O6ono4Kkoil Georo uBera, CHIOKPBHITHIE IUIEHOYHOW  obomoukoit
cropone. Haffenoro unu noyru Oenoro upera, ¢
nonepeyHoM paspese — supo Oemorofpuckod Ha OmHOM cTopowe. Ha

White or off white coloured, round,

TornepevYHOM paspese — AApo oT Gesroro
10 MouTH 6eJ10Tr0 1BETA.

Identification by HPLC/
[MomTHHHOCT

Complies as prescribed /
COOTBETCTBYET

The retention time of the main peak
in the chromatogram of test solution
hould correspond to the retention
ime of the main peak in the
hromatogram of cetirizine
ihydrochloride reference standard
olution (section Assay). /

BpeMs ynepXHBaHUS OCHOBHOTO
nmuka Ha XpoMaTorpamMe
MCTIBITYEMOTO  pacTBopa  AOJKHO
COOTBETCTBOBATD BpEMEHH
[YIepXKHBaHHA OCHOBHOIO NHKAa Ha
XpoMatorpaMme pacTBopa
CTaHAapTHOTO ofpasua UEeTHpPHU3NHA
rUAPOXJIOpHIA ~ (paspmen
«KonudaecTBeHHOE onpeneneHuey).

Average weight / Cpennas
Macca

190.5mg / 190,5 mr

191.0 mg £ 3.0% (185.3 mg-196.7 mg)
191,0 Mr £ 3,0% (or 185,3 mMr mo
196.7 Mr)

Water / Boaa

3.2% wiw/3,2%

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

Uniformity of dosage units
OmHOpoAHOCTH
O3UpPOBaHHs

4.6/4,6

The acceptance value (AV) should be
less than or equal to 15.0 /
IMokazatens npuemnemoctu (AV)
jroimkeH 6nrTh He 6onee 15,0.

Remarks : The Product confirms to ND/
TIpumeuanue: ITponykT cooTBeTcTBYET Tpeboanmsm HJI

Conclusion : APPROVED /
3akatodenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATU3A

Product : Cetrine film coated tablets, 10 mg

Npoayxt : lletpus® Tabnerkh, NOKPLITLIE TIEHOYHOH 060noukoii, 10 Mr

Batch No / : B2200151 Batch Quantity / : 671.490 KG/
Cepnn Ne O6beM napTus 671,490 KI'
Analytical Report No / 2002FP220001411 Date of Analysis / : 30-01-2022
AnaJuTHYecKnit oTuer Ne Jara anaau3a

Date of Manufacture / 01/2022 Date of Expiry / s 12/2024
JlaTa Nnpou3BOACTBA Tonxen no

Analysis performed according ND / Anaau3 nposeneu no HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020

d) Impurity D /
npuMecs D

e) Impurity E/
npumecs E

f) Impurity F /
mpumech F

ig) Any unspecified impurity

{ JTio6as emnHAIHANA
HEUNEHTUHHIUPOBAHH
as IPUMECh

ih) Total impurities / Cymma
npumeceii

Not detected / He oGrapyxena

Less than LOQ (LOQ=0.023%)

Less than Limit of Detection
LOD=0.015%)

0.08% /0,08%

0.1%/0,1%

Ne |Test/ITokazaTenn Result / PesyanTaThl Specification / Hopma
6 Dissolution / PacTBopenne 101%, 99%, 98%, 99%, 93%, 97% Not less than 80% (Q) of the
labeled amount of
C,H,sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMHHANBLHOTO CONepKaHHA
C, H,sCIN,O3-2HCI (metnpisnza
puruapoxnopua) yepes 30 MuH.
7 Impurities by HPLC/
PoncTeennsie mpuMecu E) Not more than 0.2 % / He 6onee 0,2
LETUPH3NHA 3
. Less than Limit of Detection
@) Impurity A / (LOD=0.005%) b) Not more than 0.2 % / He 6onee 0,2
npumMecs A o,
p) Impurity B / Wt efectial ¢ Hsi fftapena c) Not more than 0.2 % / ue 6onee 0,2
npuMecs B %
c) Impurity C/ Not detected / He o6HapyxeHa . ~
npumecs C ) Not more than 0.2 % / He Gosnee 0,2

%o

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

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

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

‘ Ipumeuanue: [TpomykT coorBeTcTBYET TpeGoBanmsM HJI 3akmoyenne: ONOBPEHO
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Page 2 of 4
Printed By: K Narayana Swamy Printed Date & Time (IST):  30-01-2022 20:35:29



Uncontroiled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A
Product : Cetrine film coated tablets, 10 mg
MpoaykT _ : UeTpHH® TabneTkn, MOKPLITLIE NNeHOYHOH o6Gonowkoi, 10 MT
Batch No / : B2200151 Batch Quantity / : 671.490KG/
Cepus Ne O61beM napTHA 671,490 KI
Analytical Report No / 2002FP22000141 Date of Analysis / + 30-01-2022
AHaJMTHYECKHii oTueT No JlaTa aHaJaHn3a
Date of Manufacture / + 01/2022 Date of Expiry / s 12/2024
JlaTa npou3BOACTBA Togen no
Analysis performed according ND / Anaaus nposegen no HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020
Ne | Test/ loka3zaTean Result / PesynnTaTh! Specification / Hopma
3 Microbial limits /
MuxkpoGronoruyeckas
4HCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not mote than 1000 CFU/g /
count / O6ee yncno Menee 10 KOE/r He Gonee 1000 KOE/r
a3p0oOHBIX MHKPOOPTaHW3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and [Less than 10 CFU/g / He 6onee 100 KOE/r
mould count / O6wee uicno  Mewee 10 KOE/r
IPOXOKEBBIX M MIECHEBBIX
rpu6os Shall be absent in 1g / Otcyrcrue B 1
Absent in 1g / OtcyTcTBYyeT B IT I
¢) E. coli
9 Assay / KonuuecTBeHHoe 9.78 mg /9,78 Mr Each film coated tablet contains nof
OINpefeneHne less than 9.0 mg and not more than 11.0|
mg C21H25C]N203'2HC| (cetirizine
dihydrochloride) per tablet / Ot 9,0 M
1o 1 1,0 MT ClezscerOg‘ZHCl
(UeTHpW3MHA  IOUrHAPOXJIOpHA) B
rabnerke.
10 Package / Vnakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
blisters and patient information leaflet in for 3 blisters and patient information
fa carton. / ITo 10 Ta6nertox B Jeaflet in a carton. "In bulk" package:
[TBX/amomunueBomM 6nuctepe. [To 10 blisters in a carton. 252 cartons in
2 GimcTepa BMecTe ¢ MHCTpyKUHe mo  |master carton.
NPUMEHEHHNIO YITaKOBaHbI B Ma4Ky / ITo 10 Tabnerox B
KapTOHHYIO. [MBX/amomunnesom 6nuctepe. IMo 2
unu 3 6nucrepa BMecTe ¢
HHCTPYKIHEH 110 NMPUMEHEHHIO
[YTIaKOBaHBI B TIa4Ky KapTOHHYIO,
Ynakoska “in-bulk": Tlo 10
OTCTEPOB MTOMELIAIOT B KAPTOHHYIO
kopobky. Tlo 252 kapTOHHble
KOpOOKM MOMELIAOT B KapTOHHBIN
KOpob.
11 Labeling / Mapxupobka According to ND / B cootserctsnu ¢ HI
12 Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Beiwe 25 °C.
XpaneHue
13 Shelf life / Cpok rognoct [3 years / 3 rona
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: ITpoaykT cooTBeTCTBYET TpeboBaumam HIT 3akaiovenne: ONOBPEHO
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