Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Tpoayxr: Ierpun, rabuerin, NOKpbrIble 1WieHV4HOR 060104K0M, 10 Mr

Ratch No / : B2401186 Batch Quantity / © 955,000 KG /
| Cepust Ne O06BeM cepHn 955.000 KT’

Analytical Report No / : 2002FP24000964 Date of Analysis / r o 15-04-2024

Ananutryeckui otyer Ne JlaTa aHanau3a

Date of Manufacture / » 03-2024 Date of Expiry / : 02-2027

JlaTa DpoU3BOACTBA I'open no

Analysis performed according ND / Ananus nposeaen no HJI: IT N013283/01-130723

Ne Test / Iloka3zaTenn Result / Pe3ynbTaTsl

Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyribie ABOSKOBBINYKJIBIE
TabIeTKH, MOKPHITHIC TIEHOYHOH
000109KO# 6€eJ10TO 1BETa, C PUCKOH
Ha ofHO# cropoHe. Ha nonepeynom
paspese aapo 6eroro 1Bera.

White or off-white colored, round, biconvex
film-coated tablets with a break line on one
side. White to off-white core on cross
section. / Kpyriele IBOSKOBBINyKIIbIE
TabeTKy, TIOKPBITHIE IJIEHOYHOMH
000J10uKkOii  0Oemoro WJIM 1104TH  Oenoro
I[BETa, C PHCKOM Ha OOHOW cropoHe. Ha
[IOTIEPEYHOM paspes3e SApo oT 6emoro mo
1MOYTH OEJTOTO LIBETA.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusaM HJI 3axmouenune: OJTOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Cetrine film-coated tablets ﬁmg

| Oponyxr: Ierpuy, 1a6ierku, NOKphITbIC MICHOYHON 060/104KoMH, 10 Mr

Ratch No / : B2401186 Batch Quantity / : 955,000 KG / o
Cepust Ne O6bcM cepuH 955.000 KI"
Analytical Report No / : 2002FP24000964 Date of Analysis / ¢ 15-04-2024
Ananutudeckuii oruet Ne JlaTa aHanu3a

| Date of Manufacture / ¢ 03-2024 Date of Expiry / ¢ 02-2027
JlaTta npou3BoACTBa T'ogen no

Analysis performed according ND / Aunanus nposeaes no H/[: IT N013283/01-130723

2 | Identification. Cetirizine / IlopnunBocTn. HeTtupuszuu

1. HPLC/BD3XX

Complies as prescribed /
CootBeTcTBYeT TpeOOBAHUAM

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"). / Bpems ymepxusanus
OCHOBHOTO ~HMKa Ha  XpoMarorpamme
HCIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHU  YAEPKUBAHUS
OCHOBHOTO IIMKAa Ha  XpoMarorpamme
pacTBopa CTaHIAPTHOT'O obpasua
LETUPU3UHA THAPOXIIOPH A (pazpen
«KonnuecTBeHHOE OTIPE/IETIEHHEY).

2. UV spectrophotometry /
Y®-cnekrpodoromerprst

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHUAM

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®d-cnekrpsr
MOMIOLIEHKS] HCIBITYEMOTO pPAacTBOpa M
pacTBopa CTaHJapTHOYO obpa3sita
LETHPH3MHA THAPOXJIOpHAA B OOJACTH OT
200 mo 400 HM JTOJDKHBI UMETh MAKCHMYMBI
MTOTJIONICHUS YIPH OJHOW U TOM XK€ JJIHHE
BOJIHBI C IOMYCTHMBIM OTKJIOHCHHEM + 2
HM.

3 | Water / Bona

3.0% w/w/3,0%

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

4 | Uniformity of dosage units /
Onpnopoanocrn
JA03MPOBaHMA

3.8/3,8

Acceptance value (AV) should be not more
than 15.0 / Ilokasarens NPHEMIEMOCTH
(AV) nomxen 6vITE He 6onee 15,0.

Remarks : The Product confirms to ND/

IIpuMeuanue: IIpoaykT cooTBeTCTBYET TpeboBaHusIM HJI

Conclusion : APPROVED /
3akawyenne: OJJOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Cetrine film-coated tablets 10 mg
Hpoayxr: Llerpun, Tabnerku, NOKphiThie MIEHOYHON 060104K0#H, 10 M1 B B
Batch No / B2401186 Batch Quantity / : 955,000 KG /
| Cepust Ne OGbeM cepun 955.000 KI"
Analytical Report No / : 2002FP24000964 Date of Analysis / 15-04-2024
| AHanUTHYeCKHii OT4eT No Jara ananusa
Date of Manufacture / 03-2024 Date of Expiry / 02-2027
Harta npon3BoacTea Toxen po

Analysis performed according ND / Ananu3 nposenen no H/I: I1N013283/01-130723

onpeacJieHue

100.9% / 100,9%

5 | Dissolution / PacTBopeHne Unit-1/Tabmn.-1 99% Not less than 80% (Q) of the labeled amount
= > > of C21H25C1N203'2HC1 (Cetirizine
e 101% | gihydrochloride) after 30 min. / He memce
Unit-3 / Tabi.-3 101% 80 % (Q) oT HOMHHAIBHOI'O COJAEpIKAHUS
Unit-d ] TabnA4 99% C,1H35CIN,O5-2HCI (ueTupu3MHA
auruapoxaopun) depes 30 Mum.
Unit-5 / Ta6u.-5 99%
Unit-6 / Tabmn.-6 98%
6 |Related Impurities by HPLC/
PoacrBeHHbIE IPHMeCH
Impurity A / Ilpumecs A Not detected / He 0OHapyxeHa Not more than 0.2 % / He 6omnee 0,2 %
Impurity B / IIpumecs B Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity C / Ilpumecs C ofé;;i?;j?éggieglg ]c (I)-I;SFO Not more than 0.2 % / He 6onee 0,2 %
Impurity D / ITpumecs D Not detected / He oGHapyKeHa Not more than 0.2 % / He 6omee 0,2 %
Impurity E / IIpumecs E Less than LOQ (LOQ = 0.003%) / Not more than 0.2 % / He 6oiee 0,2 %
Impurity F / IIpumecs F ~ |Hmxe npezena KoTMHECTBEHHOTO Not more than 0.2 % / He 6osee 0,2 %
— - - - onpenenchust (TTKO = 0,003%)
Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / Jliobas SMHETNAL |1 egs than LOQ (LOQ = 0.023%) /
HEHACHTHUIMpOBAHHA Hinxe npejiena K0JaM4eCTBEHHOTO
pHUMEChH ompenencuus (ITIKO = 0,023%)
Not detected / He oOHapykeHa
0.08% / 0,08%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
CymMa ripumeceit
7 | Assay / KonuuecTBenHoe 10.09 mg / 10,09 mr Not less than 9.0 mg and not more than 11.0

mg C,H,5CIN,05-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr qo 11,0 Mr
C2|H25C1N203‘2HC1 (I.ICTI/IpH?:I/IHa
muruapoxiopun) B tabnerke (ot 90 % mo
110 % oT HOMHHAIBHOTO COAEPHKAHU).

Remarks : The Product confirms to ND/
IIpumMeuanue: IIpoayxT cooTBETCTBYET TpeboBanmsaM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg
| [IpomyxT: LleTpuh, TAGAETKH, OKPLITHIC 1IEHOYHOH 060104K0M], 10 MP

Batch No / : B2401186 Batch Quantity / : 955,000 KG / |
| Cepus Ne B O0bem cepn ~ 955.000 KT" O
Analytical Report No / : 2002FP24000964 Date of Analysis / : o 15-04-2024
| AHanUTMYECKUA 0oTyCT No Jara aHanu3za e
Date of Manufacture / : 03-2024 Date of Expiry / ;o 02-2027
Hara npou3BojicTBa Tomen 1o

Analysis performed according ND / Ananus nposenen no H: IT N013283/01-130723

8 | Subdivision of tablets / Complies as prescribed /
OmopoaHocThL Mace NMpH CoOTBETCTRYET TPeOOBAHUAM
JaejieHnu TabJeTok

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. /
TabieTk  COOTBETCTBYIOT — TpeGOBaHHUSIM,
ecnmn He Oomee 1 emuunuupas  Macca
OTKIIOHsICTCs 3a mpeaens! 85 % - 115 % ot
cpexHen MAacchl. Tabnerkn He
COOTBETCTBYIOT TpeOOBaHMSIM, ecnu Golee
4yeM | MHAUBHAYANbHAS Macca OTKIIOHAETCS
OT 93THX IpejernoB  wuinm, ecmu 1

WHOUBHJyabHAS Macca OTKIOHAETCS 32
npegenst 75 % - 125 % oT cpenneit Macchl.
9 |Microbiological purity* / Mukpo6uoJiornyeckast Y4ucTora*
a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O61ee 9ucio He Gonee 1000 KOE/r
a3pO0HBIX MUKPOOPraHU3MOB
b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61ee ynciio He 6omnee 100 KOE/r
JPOMOKEBEIX U TUIECHEBEIX
rpudoB
¢) Escherichia Coli Not Applicable Shell be absentin 1 g/
OtcyrecrRue B 1 T
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: 1lpoaykr cooreercrByeT TpebosanusM HJI 3axaoyenne: OJOBPEHO
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Uncontrolled Copy

| Product ; Cetrine film-coated tablets 10 mg_

CERTIFICATE OI' ANALYSIS

CEPTHOUHKAT AHAJIM3A

Tponyxr: IleTpuy, TaGnerkyu, HOKPhITbIe 1WICHOYHOMH 060104K0#, 10 Mr

Batch No / B2401186 Batch Quantity / : 955,000 KG / .
Cepus Nu O6BeM cepuil 955.000 KT"

Analytical Report No / : 2002FP24000964 Date of Analysis / 15-04-2024 B
Ananuriueckuii oruer Ne [Hara aHanusa

Date of Manufacture / 03-2024 Date of Expiry / 02-2027

Harta npou3BoacTBa T'onen no

Analysis performed according ND / Anamus nposexen o HJ: TI N013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 3 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabJIeTOK B
IIBX/TIBAX//antoMunueBomM
oaucrepe. Ilo 3 Gmucrepa BMecTe
HHCTPYKIMeH [0  NPHMEHEHHIO
YIIAKOBAHB! B TTAYKY KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / llo 10 rabmerox B
[IBX/IIBX//amoMunneBom Onucrepe. Ilo
2 win 3 GnucTepa BMECTE C UHCTPYKUMEH 10
OPUMEHEHHIO  YIIaKOBaHBl B IAYKY
KapTOHHYIO.

11 | Labeling / MapxupoBka According to ND / B cooterctnu ¢ H/J

12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbie 25 °C.
Xpanenue

13 | Shelf life / Cpok rognocTn 3 years /3 rona

*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 / IIposodumicst npouzeooumenem npu geinycke nepuoouiecku: ons
rancooti 20-oti cepuu unu ne menee 1 pasa é 200. Hokazamens modcem Geimsb ne gxmoyen 6 Cepmughuxam

ananuza Qupmel.

Remarks : The Product confirms to ND/
ITpumeuanue: IIponykt coorBeTcTBYeT TpeboBanmsam HJT

Conclusion : APPROVED /
3axumoyenne: O/IOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢
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B2401186
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