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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHANH3A

Product : Cetrine film coated tablets, 10 mg

Mpoaykt :  Llerpun® Tabnerku, NOKPLITLIE NIICHOUHOH 0607104KOM, 10 mr

Batch No/ : B2202206 Batch Quantity / : 687.600 KG/
Cepus Ne B O6Bem naptin 687,600 KI' ~
Analytical Report No / 1 2002FP22001523 Date of Analysis / 1 29-07-2022
AHaJuTHYECKHIT oT'leT No JlaTa ananausza

Date of Manufacture / : 072022 Date of Expiry / 06/2025

Jlava npoussoacrsa Togen go

Analysis performed according ND / Auainus uposeaen o HJE: Tl N013283/01-160919 (amend Ne 1 from

N | Test / Tlokasarens

1 Description / Onvcanne

| Res ult/ PesyabTaTe!

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross scction. / Kpyriie
NBOAKOBLIMYKIIbIE TaONETKU, MOKPbIThIE
MaeHouHoi 00070uKOM Oenoro usera, ¢
puckoif Ha omHo#t  cropome. Ha
[omepeuiiom  paspese — AApo  Genoro
[uBeTA.

| 12.05.2020 / m3m. Ne 1 oT 12.05.2020, amend Ne 2 from 07.10.2021 / uam. Ne 2 ot 07.1 0.2021)

| Specification / Hopma

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.
Kpyrisle OBOAKOBHITTYKILIE TaOIETKH,
MOKPEITEIE  IIJIEHOYHOW  obomnoukoi
Germoro Wiy TouTH Oenoro uBeTa, ¢
pUckoi Ha OHHOW cTopone. Ha
MOTIEPEUHOM pa3pese — AOPO OT Oeoro
10 MTOYTA Oeyloro uBera.

Identification by HPLC/
Mol TMHHOCTE

~l

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). /

Bpems yHoepXnBaHHSA OCHOBHOTO
nvika Ha XpoMaTorpaMme
WCTILITYEMOrO  pacTBOpa  JIOIDKHO
COOTRETCTBOBATH BpeMenH
yJEp)KUBaHWA OCHOBHOTO TMKA Ha
XpoMarorpaMme pacteopa
crangapTHoro obpasla UeTHPHU3NHA
runpoxJopnia (pasnen
«KonaecTBEHHOE OTPENCIIEHUEY ).

3 Average weight / Cpennss
macca

4 |Water/Bona

189.2mg / 189,2wmr

3.5% wiw / 3,5%

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (or 1853 ™Mr jo
196.7 m1) -
Not more than 8.0% w/w /
He 6omee 8,0 %

Hpumeuanue: [ponykr coorsercrayer tpebosannam HJT

5 | Uniformity of dosage units 3.6/3,6 The acceptance value ('AV) should be
/ OmHOPOIHOCTH less than or equal to 15.0/
103MPOBaHUA [Toxazarens npuemaeMocti (AV)

noikeH OblTh He Gosnee 15,0,
I —} R — E—— — - S
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Zakarouenue: OJJOGPEHO

WI-GLOB-QA-0669-1.0

Page 1 of 4




CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg

IpoayKT Lerpun® TadnerTki. MOKpLITHIC MIeHOUHOH 000n0UK0#, 10 MY

Batch No / B2202206 Batch Quantity / 1 687.600 KG/
Cepus Ne O6beM papTun 687,600 KI'
Analytical Report No / 2002FP22001523 Date of Analysis / 29-07-2022 B
ANaTHTH'IECKHTT oTUeT No JaTa anannza

Date of Manufacture / 07/2022 Date of Expiry / 06/2025

JlaTa nponssojacrsa Tojten 1o

Analysis performed according ND / Anaius

“wposenen mo HJL: [T NO13283/01-160919 (amend Ne 1 from
12.05.2020 / m3m. Ne 1 ot 12.05.2020, amend No 2 from 07.10.2021 / m3m. Ne 2 o1 07.10.2021)

Ne |Test / TlokazaTeJnb

6 Dissolution / PaCTBOp_CHVE

Result / PesynbraThbl -
96%, 97%, 99%, 99%, 97%, 97%

f Specification / Hopma

Not less than 80% (Q) of the
labeled amount of
C,,H,5;CIN,04-2HCI (cetirizine
dihydrochloride) is dissolved in 30

minutes /

He wenee 80 % (Q) ot
HOMWHAITEHOTO CoiepIKanus
(5 H,5CIN,O3- 2HCI (uetupuznna
jurnapoxnopiit) depes 30 mun.

i Impurities by HPLC/
PoncreeHnbie IpuMecH
HeTHpU3HUHA

a) Impurity A/
npumecsh A

b) Impurity B /
npumecs B

¢) Impurity C/
npumecst C

d) Impurity D /
nmpumecs D

e) Impurity E /
nmpumect B

f) Impurity F /
npumeck F

JIro6ag equHrYHAA
fenaen THHUIHPOBAHH
as IpUMeCh

npuMecei

lg) Any unspecified impurity

h) Total impurities / Cymma

Not detected / He obnapyxera
Less than LOQ (LOQ=0.010%)

Not detected / He obnapyxkena

Not detected / He o6HapyxeHa

0.04% / 0,04%

Not detected / He obrapyxkena

0.07% /0,07%

0.1%/0,1%

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

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

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

d) Not more than 0.2 % / ne 6onee 0,2
1,
4]

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

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

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

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

L -

Remarks : The Product confirms to ND/
Mpumeuanue: [pojaykr coorsererpyer Tpebosanmim HJT

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg
ITpoayxt [lerpund® TaGneTku, NOKPLITHIE NNEHOYHOM o6osoukoit, 10 Mr R
Batch No/ B2202206 Batch Quantity / : 687.600 KG/
|Cepusn N Oobem napTHH 687,600 KI'
Analytical Report No / 2002FP22001523 Date of Analysis / 29-07-2022
Anaantuueckii otuer No Hara agaansa
Date of Manufacture / 07/2022 Date of Expiry / 06/2025
JlaTa npou3BoacTsa Cojen 10
Analysis performed according ND / Anaius uposegen mwo HJL: I N013283/01-160919 (amend N 1 from
| 12.05.2020 / m3m. Ne | ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3M. Ne 2 o1 07.10.2021)

[ Ne |Test/Tlokasarens
8 Microbial limits /
Mukpobrosornueckas
yucToTAa

a) Total acrobic microbial
count / O611iee 9ucio

mould count / Obuiee yucno
POYOKEBBIX W TIECHEBBIX

[a3pOBHBIX MUKPOVPTAHU3MOR

b) Total combined yeasts and

| Result / PesysbTaTh!

Less than 10 CFU/g /
Menee 10 KOE/T

Less than 10 CFU/g /
Meuee 10 KOE/r

"ﬁcification / Hopma

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

Not more than 100 CFU/g /
He 6osiee 100 KOE/r

11 Labeling / MapKHpOBKE_l

rpubos Shall be absent in 1g / Otcyrcrsue B 1
Absent in 1g/ OrcyTerByeT B IT r
| ©)E.coli
9 | Assay / KonmuecTBeRHOE 9.89 mg /9,89 mMr Bach film coated tablet contains not
onpeeneHue less than 9.0 mg and not more than 11.0
mg C, H,;;CIN,O;2HC]  (cetirizine
dihydrochloride) per tablet / Ot 9,0 mn
no 11 ,0 Mr C21H25C1N203 -2HCI
(ueTMpu3HHA  OWTUAPOXJIOPKI) B
| - TabIeTKe.
10 Package / Ynakoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2

a carton. / ITo 10 tabnerok B
[1BX/amomunnerom bmucrepe. ITo

2 Gnucrepa BMECTE € HHCTPYKLUMEH 1o
MPUMEHEHWIO YTIaKOBAHBI B TAUKY
KapTOHHY!IO.

2 blisters and patient information leaflet in or 3 blisters and patient information

leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

/ TTo 10 TabneTok B
IBX/amomunuesom onucrepe. Ilo 2
W 3 GnrAcTepa BMECTE C
WHCTPYKUHEH 110 TIPUMEHEHUIO
YMAKOBAHBl B TIAYKY KAPTOHHYIO.
Vnakoska  "in-bulk": Tlo 10
GIHCTEPOB TOMETLAIOT B KAPTOHHYIO
kopobky. Ilo 252 xapToHHBIC
KOpOOKM MOMeUaloT B KapTOHHBIH
Kopob.

Storage conditions /
XpaHeHue

According to ND / B cootserctenu ¢ HJI

At temperature below 25 °C. / [1pn TemMnepaType He Bhiwe 25 °C.

13 ShelfTife / Cpok ronnoctn  [3 years / 3 roma

Remarks : The Product confirms to ND/

Hpumeuanue: [poaykr coorsercrsyer tpedosarmsm HJL

Conclusion ; APPROVED /
Zakmouenne: QJJOGPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES Dr.Reddy’s Q3¢

I B2202206
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