Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHBHKAT AHAJIM3A

| Product : Cetrine film-coated tablets 10 mg

Npoayier: | lerpur, TabneTikH, MOKPeITHIC TUICHOYHOH 060104K0#H, 10 Mr

" 955.000 KG /

Batch No / : B2401363 Batch Quantity /

Cepus Ne | O6bem cepun 955,000 KI'

Analytical Report No / 2002FP24001056 Date of Analysis / 30-04-2024 |
Ananuruueckuii oTaeT No [laTa aHanuza

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

Jara mpoussoacTBa TogeH no

Analysis performed according ND / Ananus npoeeges o HJ1: 11 NO13283/01-130723

Ne Test / Iloxkazarenn

Result / PesybTaTel

Specification / Hopma

1 | Description / Omicanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrisie JBOSIKOBBIITYKIIBIC
TaOJIETKH, TIOKPHITHIC IIICHOYHOH
06omouKoii 6enoro uBerta, ¢ pUCKOH
Ha ojHow cropoHe. Ha monepeynom
paspese aapo 6esoro LBeTa.

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. / Kpyrieie JIBOAKOBBINYKIIBIC
TaOICTKH, MOKPLITLIC [UICHOYHOH
0000UKOM 6EIoro WIH TIOYTH Oenoro
LIBETA, C PUCKOM HAa OJHOM cropome. Ha
MOTEPEYHOM pagpese sapo oT Genoro ao
rnouTH 6eroro LBeTa.

Remarks : The Product confirms to ND/

IIpumeyanne: [IpogyKT COOTBETCTBYET TpeboBanmsiv HJL

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

_PrBduct - Cefrine film-coated tablets

10 mg

Npoayxr: Lletpun, TabneTku, MOKPHITHIC IIEHOUHOM 000101K0H, 10 MT

Batch No / . B2401363 Batch Quantity / : 955.000 KG /

Cepus Ne _8 O61bem cepun 955,000 KI'

Analytical Report No / 2002FP24001056 Date of Analysis / : 30-04-2024 =
Awuanurutieckuii otuet Ne JaTa aHanuza

Date of Manufacture / 04/2024 Date of Expiry / . 03/2027 gi
Hara npoussoacTea CoxeH mo

Analysis performed according ND / Axanus nposeaer o HJ1: [1N013283/01-130723

2 | Identification. Cetirizine / Ilopuunocrs. Hetnpusun

1. HPLC/BOXX

Complies as prescribed /
CoOTBETCTBYET TPESOOBAHUAM

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"). / Bpemst yaepkupaHM
OCHOBHOIO ~ [MKA HA  XPOMAaTOrpaMme
HCIIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHM Y ACPKUBAHHS
OCHOBHOTO IIMKa HAd  XPOMATOIPaMMe
pacteopa CTaHAAPTHOTO obpasua
LIETUPU3UHA THAPOXJIOPHAA (paszmen
«KonuiecTBEHHOE OIPEACICHIEY ).

2. UV spectrophotometry /
VY O®-criexrpodoromerpus

Complies as prescribed /
CooTBeTcTBYET TpCOOBAHIIM

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. / VYO-cniexrpsr
MOMJIONIEHM MCIILITYEMOTO pPacTBOpa M
pacteopa CTaHAAPTHOTO obpasua
LETUPU3UHA TUOPOXJIOpHAA B 00acTH OT
200 mo 400 HM HODKHBI IMETH MAKCHMY MBI
MOTJIOIEHMSI MPY OJHOH U TOM XKE JJIMHC
BOJIHEI C JAOIYCTUMBbIM OTIJTOHEHHEM *+ 2
HM.

3 | Water / Boaa

2.3% wiw / 2,3%

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

4 | Uniformity of dosage units /
OnuopoaHoCTnL
JO3UPOBAHNSI

2.712,7

Acceptance value (AV) should be not more
than 15.0 / [loxasaTens mPUEMIIEMOCTH
(AV) pomxken O6wITh He Oonee 15,0.

Remarks : The Product confirms to ND/

MNprveuanne: [lpoaykr cootBeTcTBYET TpeboBanmsM H/L

Conclusion : APPROVED /
3akmouenne: ONOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIN3A

_Pgoauct_:Cetrine film-coated tablets

IOmg_

| poayxr: Lletpur, TabneTkn, NOKPBITHIC INICHOYHOM 000s104uKOH, 10 Mr

Batch No / : B2401363 Batch Quantity / : 955000 KG/
| Cepust No O6bemM cepuu 955,000 K[© |
Analytical Report No / 2002FP24001056 Date of Analysis / 30-04-2024
Ananurmyeckuit otyeT No JlaTa aHanusa
Date of Manufacture / 04/2024 Date of Expiry / 03/2027
Jlara npoussoacTea ['open 00

Analysis performed according ND / Ananus nposeaen no HI: [T NO13283/01-130723

S | Dissolution / PacTtBopenne

Unit-1/ Ta6n.-1 101%
Unit-2 / Tabn.-2 100%
Unit-3 / Ta6m.-3 99%
Unit-4 / Ta6m.-4 102%

~ Unit-5/ Ta6n.-5 C97% |
Unit-6 / Ta6m.-6 102%

Not less than 80% (Q) of the labeled amount
of  C, HysCIN,O;3-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) OT HOMHHAJBLHOIO COACPIKAHWS
C2|H25C]N203‘2HCI (I.(eTHpPKSI/IHa
quruapoxopun) yepes 30 Mun.

6 |Related Impurities by HPLC/
PoacrBeHHbIC PUMECH

Impurity A / [pumecs A

Impurity B / [lpumecs B

Impurity C / Ilpumecs C

Impurity D / [Ipumecs D

Impurity E / [Ipumecs E

Impurity F / [Ipumecs F

Any individual unidentified
impurity / Jlrobas exuHuyHas
HeuaeHTA(UIUpOBaHHAS
MPUMECH

Less than LOQ (LOQ = 0.019%) /
Hrpxe mpepena komuueCTBEHHOTO
ompezaenenus ([TKO =0,019 %)

0.01%/0,01%

Less than Limit of Detection (LOD =
0.006%) / Hxe npenena
obuapyxenus (110 = 0,006%)

Not detected / ne obHapyxeHa
0.03% /0,03%
Not detected / He oOHapykeHa
0.07% / 0.07%

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

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

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

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

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

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

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

Total impurities /
Cymma npumecen

0.2%/0,2%

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

7 | Assay / KonanuecrsenHoe
onpeneaeHne

9.95mg /9,95 Mr
99.5%/99,5%

Not less than 9.0 mg and not more than 11.0
mg C,1H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 Mr
C2 1 H25C1N203 -2HCI (I_[eTI/l'p U3HWHa
muruapoxyopun) B tabnetke (ot 90 % mo
110 % OT HOMMHAIBHOTO COACPIKAHIS).

Remarks : The Product confirms to ND/
Ipumeyanne: [1poaykT cooTBeTcTBYeT TpeboBaHksM H/L

Conclusion : APPROVED /
3axaouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy

Page 3 of 6

Printed Date & Time (IST):

30-04-2024 11:19:25



Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHPHKAT AHAJIHM3IA

"Product : Cetrine film-coated tablets 10 mg
[poayxT: lleTpun, TabneTku, MOKPLITHIE TVICHOYHOH 00010KOH, 10 Mr

Batch No / : B2401363 Batch Quantity / © 955.000 KG /
| Cepua No - O61eM cepun 955,000 KI" i
Analytical Report No / ¢ 2002FP24001056 Date of Analysis / » 30-04-2024
Ananuruueckuii otaet No Jlara ananuza
Date of Manufacture / ¢ 04/2024 Date of Expiry / : 0372027
Jlara npoussoacTsa [onen no

Analysis performed according ND / Ananus nposeaen o HJL: [T NO13283/01-130723

8 | Subdivision of tablets / Complies as prescribed /
OaHOPOAHOCTH MACC NIPH CooTtsercTBYET TPeOOBAHUAM
JeJieHn Ta0JieTox

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. /
TabneTkn COOTBETCTBYIOT —TpeOOBaHMAM,
ecim He Oonmee 1 eavHuuHAg Macca
OTKJIOHAETCA 3a mpeaensl 85 % - 115 % or
cpeaHei MacCHl. Tabnetku HE
COOTBETCTBYIOT TpeOOBaHUAM, eciiu Oonee
yeM | MHIMBHIYAIbHAS MacCca OTKIIOHACTCS
OT 93TUX TMpPEJesIOB  WIHM, ecid |
MHIYBMIyalbHAs Macca OTKJIOHAETCS 3a
mipenenst 75 % - 125 % ot cpeareii MacChL.

9 |Microbiological purity* / MukpoGuo/ornyeckas 4yucrora*

a) Total Aerobic Microbial Not Applicable
Count / Obmwee uucno
ad9pOOHBIX MUKPOOPIaHH3MOB

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

b) Total Combined Yeast and Not Applicable
moulds count / Obee uucio
JPOIGKEBBIX U IUICCHEBBIX

Not more than 100 CFU/g /
He Gonee 100 KOE/r

rpubos
¢) Escherichia Coli Not Applicable Shell be absent in 1 g/
OrcyrctBUe B 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
NMpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHMsAM HJL 3axkmouenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
| Hpoaykr: Lletpus, TabneTiu. NOKpRITHIE MASHOMHOH 060101K0#, 10 Mr

: 955.000 KG /

Batch No / : B2401363 Batch Quantity /

Cepust Ne O6BeM cepuu 955,000 KI" ____l
Analytical Report No / 2002FP24001056 Date of Analysis / 30-04-2024
Ananurnyeckud oTaeT No Jara ananuza

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

Jlara mpoussoacTea ['ogen 1o

Analysis performed according ND / Ananus nposeaes no HJL: [1 N013283/01-130723

10 | Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / [lo
10 TabIeTOK B
MNBX/TIBJX//anoMuHreBOM

6mmuctepe. Ilo 2 Gnuctepa BMEcTe C
MHCTPYKLUMEH IO  IPUMEHCHMIO

YIMAKOBUHDbL B ITAUKY KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / llo 10 Tabnerox B
[BX/NBAX//amomurmesoM Gnuctepe. [lo
2 wiu 3 O6aucTepa BMECTE C MHCTPYKIMCH 10
NMPUMEHEHHI0 ~ YIAKOBAHBI B MAYKY

KapPTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B coorserctBuu ¢ H/|

12 [ Storage conditions /
Xpauesne

At temperature below 25 °C. / [1pn Temneparype He Buime 25 °C.

13 | Shelf life / Cpox roamocTin

3 years /3 ronma

*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 / IIpoeooumcs npouseooumenem npu 6binycke nepuooUteckis: Ons
Kkaorcooti 20-oii cepuu wi ve menee 1 pasa 6 200. Hokazamens modicem Goind He exmoder 6 Cepmugpuxam

aHaNU3a PUPMBL.

Remarks : The Product confirms to ND/
Opumeuanue: [Ipomyxt cootBeTcTByeT TpeboBanmsm HJL

Conclusion : APPROVED /
3akmouenue: O/1JOBPEHO
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