Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
 Tpoayxr: Llerpun, TabneTku, DOKPLITEIE INIEHOUHOH 060n0ukoi, 10 mr

Batch No / . B2401492 Batch Quantity / : 955.00 KG/
Cepust Ne O6BeM cepun 955,000 KI'
Analytical Report No / ¢ 2002FP24001179 Date of Analysis/ : 14-05-2024
AHaINTHYECKUH OT4ET Ne Hata ananusa . 4 |
Date of Manufacture / 1 04/2024 Date of Expiry / . 03/2027
JlaTa mpoussoicrea Touex 0 2

Analysis performed according ND / Ananu3 nposenex no HJI: IT N013283/01-130723

Ne Test / Ilokazarenan Result / PesyanTaThI

Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible OBOSKOBLITYIIBIE
TA0JIETKH, TIOKPBITIE IIJIEHOYHOH
060109K0i1 6ernoro 1BerTa, C pUCKOi
Ha ofiHO# cTopoHe. Ha monepeyoMm
paspese aapo Oenoro IBeTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-whitc core on cross
section. / Kpyrnble IBOSKOBBLINYKIIBIE
TabJIEeTKH, TTOKPBITHIE IUIEHOYHOM
obonoukoli Oenoro HIH IMOYTH  Oenoro
1BeTa, ¢ pUCKON Ha ogHol cropoHe. Ha
IIONIEPEYHOM paspese aapo or 6esoro 10
mo4TH OENoro NBeETAa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoayxT cooTBeTcTBYET TpebopanusM HJI 3axiaouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product ; Cetrine film-coated tablets 10 mg
Tpoaykr: Herput, TabeTku, MOKPHIThIE MUICHOYHOMH 0607104K0#, 10 MI

C 955.00KG/

Batch No / B2401492 Batch Quantity /

Cepust Ne i O0BeM cepHn 955,000 KI" ]
Analytical Report No / 2002FP24001179 Date of Analysis / 14-05-2024

Ananuruycckuit oruer No Jara aHaiuza ™

Date of Manufacture / 04/2024 Date of Expiry / 0372027

JlaTa npou3BOACTBA I'ogen no

[ 2

Analysis performed according ND / Ananns nposesien mo HI: IIN013283/01-130723

Identification. Cetirizine / Hopsmuunocts. [lerupusun

1. HPLC/B2XX

COOTDCTCTB}’CT TpC60BaHI’I}IM

Complies as prescribed /

The retention time of the main peak in the
chromatogram of test solution should
comply with the retention time of the main
peak in the chromatogram of Cetirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpema yuepxupauus
OCHOBHOIO [MHKa Ha  XPOMaTOrpaMMe
UCTIBITYEMOL'0 pacTBopa JOJIKHO
COOTBETCTBOBATh BPEMEHU  yICPKHBAHUS
OCHOBHOTO TIMKA Ha  XPOMATOTpaMme
pacTBOpa CTaHIAPTHOTO obGpasiia
LETHPH3MHA TH/IPOXIOPUAA (paznmen
«Koamn4ecTBEHHOE OLpEIETICHHEY ).

2. UV spectrophotometry /
Vd-cnexktpodoromMeTprs

CootBeTcTByeT TPCOOBAHUAM

Complies as prescribed /

The UV-spectrum of the test solution and
the Cetirizine Hydrochloride reference
standard solution in the range 200 nm to 400
nm should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of +2 nm. / VY®-crnekTpsl
MOIVIONIEHHS. HCHBITYEMOTO pacTBopa U
pacTBopa CTaHAaPTHOTO obpasua
LETUPU3HHA THAPOXJIOpHAa B 00IacTH OT
200 go 400 HM IODKHBI HMETh MaKCUMYMBI
MOTJIONICHUS MPU ONHOW W TOW Xe& JIHHE
BOJNHEI C JOMYCTHMBEIM OTKJIOHEHMEM =+ 2
HM.

Water / Bona

2.4% wiw / 2,4%

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

Uniformity of dosage units /
OIHOpPOAHOCTDH
JA03UPOBAHNSA

5.0/5,0

Acceptance value (AV) should be not more
than 15.0 / Tlokasarenh TPHEMIEMOCTH
(AV) nomxen 6b1Th He 6onee 15,0.

Remarks : The Product confirms to ND/
IIpumeyanne: 1IpogyKT COOTBETCTBYET TpebosanmsM HJI

Conclusion : APPROVED /
3axmiouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Printed Date & Time (IST):
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Uncontrolled Copy

“Product : Cetrine film-coated tablcts 10 mg

poayxT: LleTpuH, TaGICTKH, TOKPRITHIC MNEHOUHON 000104KOH, 10 MP

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Batch No / B2401492 Batch Quantity / : 955.00 KG/ o
Cepust Ne . O06BeM cepun 955.000KL"

Analytical Report No / 2002FP24001179 Date of Analysis / 14-05-2024

AHanutuyeckui ordeT Ne Jara ananusa

Date of Manufacture / 04/2024 Date of Expiry / 03/2027

JaTa npou3BoaCTBa T'oaen no

Analysis performed according ND / AHann3 nposenen no HJI: ITN013283/01-130723

5 | Dissolution / PacTBopenne

Unit-1/ Tabn.-1 99%
Unit-2 / Tabn.-2 100%
Unit-3 / Tabn.-3 98%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabmn.-5 102%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of C21H25C1N203 -2HCI (cetirizine
dihydrochloride) after 30 min. / He meHee
80 % (Q) oT HOMHHAIBHOIO COJdEpPKAHUSI
C,H55CIN,O5-2HCI (ueTupusuHa
Jurupapoxiopua) dyepes 30 Mug.

6 |Related Impurities by HPLC/
PoncTBeHHbIE IPUMeECH

Impurity A / IIpumecs A

Impurity B / IIpumecs B

Impurity C / Ilpumecs C

Less than LOQ (LOQ = 0.019%) /
Hmxe npenena KonvMuecTBEHHOIO
onpenenenus (IIKO = 0,019%)

0.01%/0,01%

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

Not more than 0.2 % / He 6omnee 0,2 %

Not more than 0.2 % / He 6oee 0,2 %

Cymma mmpumMeceit

Impurity D / IIpumecs D Not detected / ne oGHapysxena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / [Ipumecs E Not detected / 1re obmapysena Not more than 0.2 % / He 6osee 0,2 %
Impurity F / Ilpumecs F 0.03% / 0.03% Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified | Not detected / He obHapyKeHa Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas emnHUYHASA

HeUIEHTHUIHUPOBAHHAS 0.08% /0,08%

IpUMeCh

Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KonnyecTBeHHO€
onpegeseHue

10.09 mg / 10,09 mr
100.9% /100,9%

Not less than 9.0 mg and not more than 11.0
mg C,H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr no 11,0 mr
C,H,5CIN,O5-2HCI (neTuprznHa
nuruapoxiaopua) B tabmetke (oT 90 % no
110 % OT HOMHHAJILHOTO COJICPIKAHHSN).

Remarks : The Product confirms to ND/

Ipumeuanue: [TpoayKT cooTBeTcTBYET Tpeboranmsim H /1

Conclusion : APPROVED /
3axaiouenne: OJIOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):

15-05-2024 19:44:22




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

‘Product : Cetrine film-coated tablets 10 mg_

TIponyxr: Lletpun, TabneTky, HOKPHITHE MIeHOYHON 0605104K0M, 10 MI

| Ananuruueckui oryer Ne
Date of Manufacture /
Jarta npou3BoACTBa

Batch No / B2401492 Batch Quantity / © 955.00KG/
Cepns Ne p— Ob6peM cepuu 955,000KI" _
Analytical Report No / 2002FP24001179 Date of Analysis / ¢ 14-05-2024

Jlara ananuza

04/2024 Date of Expiry / L 032027

T'oneu no

Analysis performed according ND / Anaius nposenen no HJI: ITN013283/01-130723

8

Subdivision of tablets /
OaHOpPOAHOCTH MACC NMpH
JeJIeHHH Ta0JICTOK

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHUIM

The tablets comply with the test, if not more
than 1 individual mass is outside the limits
of 85 % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
TabneTku COOTBETCTBYKOT TpeOOBAaHUAM,
ecni  He Oomee | eaMHHM4Has Macca
OTKJIOHSETCA 3a npeaensl 85 % - 115 % ot
cpenHen MACCEL Tabnerkn He
COOTBETCTBYIOT TpeOOBaHUAM, eciau Gonee
yeM | MHOMBHYANbHAsE MACCA OTKIOHIETCS
OT 3THX OpelenoB WIM, ecan |
WHOVBUAyaJIbHAsS Macca OTKIOHSETCS 3a
npeaenst 75 % - 125 % ot cpexnHeit Macchl.

Microbiological purity* / Mukpo6uosiornyeckas uncrora®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1ee 4ucio He 60mce 1000 KOE/r
a3pOOHBIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/
moulds count / Ob11ee yncao He 6onee 100 KOE/r
JIPOKKEBBIX M TICCHEBBIX

rpubos

¢) Escherichia Coli Not Applicable Shell be absentin 1 g/

OrcyrctBue B 1 T

Remarks : The Product confirms to ND/
IIpumeuannue: [IpoaykT cooTBeTcTBYET TpeboBaHmsaM HJI

Conclusion : APPROVED /
3akmrouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 4 of 6

Printed Date & Time (IST):  15-05-2024 19:44:22




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 m_g B

Ilponyxr: Lletpns, Ta6NeTKH, IOKPRITHIC MIEHOYHON 060104K0#, 10 MP

Batch No / B2401492 Batch Quantity / . 955.00 KG/

Cepus Ne - ObnemM cepuu 955,000 KT'

Analytical Report No / 2002FP24001179 Date of Analysis / 14-05-2024

AHanuTHdyeckuid otyer Ne Jlata aHajnusa |
Date of Manufacture / 04/2024 Date of Expiry / 03/2027

[Jara npou3BoAcTBa Tojien no |

Analysis performed according ND / Ananns nposeaes no H: ITN013283/01-130723

[ 10 | Packaging / Ynakosxa 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 2 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo |in a carton. / Ilo 10 Tabnetox B
10 TabJIeTOK B | IBX/TIB/IX//amomMunneBoM Gnucrepe. Ilo
IIBX/TIBJ1 X//anoMmus1eBOM 2 unu 3 6aucTepa BMECTE C MHCTPYKUMEH 11O
6muctepe. ITo 2 Gnucrepa BMecTe C | IPUMEHEHUIO  YNAKOBaHbl B MauKy
HHCTPYKI[HEH [0  IPUMEHEHUIO | KapTOHHYIO.
YITaKOBAHBI B MAUYKy KAPTOHHYIO.
11 | Labeling / MapkupoBska According to ND / B cootrrercTBHM ¢ HJ]
12 | Storage conditions / At temperature below 25 °C. / IIpu Temnepatype He Bbinte 25 °C.
Xpanenue
13 | Shelf life / Cpox rognocTn 3 years /3 roma
*Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIpoeodumcs npouzeooumenem npu 6bInycke NepUOOUIecKu.: ons
kaaicooti 20-01i cepuu unu ne menee 1 paza 6 200. Illoxazamenv modicem 6oimb ne exnouen ¢ Cepmuguxam
aHanuza Qupmbol.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykr coorserctByeT Tpebosanmam HJI

Conclusion : APPROVED /
3axawuyenne: OJJOGPEHO
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