CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Hpoayxr: IeTpun, TabneTky, OKPBITHIE MICHOYHOH 060104K0H, 10 Mr

Batch No / . B2402277 Batch Quantity / : 955KG/ B

Cepus Ne O6beM cepuu 955 KI' B

Analytical Report No / : 2002FP24001632 Date of Analysis / ¢ 13-07-2024

Apanutuyeckuit oryer Ne Hara aHanuza

Date of Manufacture / . 06/2024 Date of Expiry / : 05/2027 N
| JlaTa npoM3BOACTBA l'oxen no ]

Analysis performed according ND / Ananus nposesnen o H/I: I N013283/01-130723

Uncontrolled Copy

Ne Test / Iloka3zaTean Result / Pe3ynbTaThl

Specification / Hopma

1 | Description / Oniucanue White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible JBOSKOBEHITYKIbIE
1abJEIKH, HOKPBITbIE 1IIEHOYHOH
o6osoukoii 6emoro 1BeTa, ¢ pUCKOH
Ha ofiHO} cTopoHe. Ha nonepeyHoM
paspese sapo Oenoro uBeTa.

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. / Kpyraele JBOSKOBBIMYKIbIE
TabmeTKy, TTOKPBITHIE IICHOYHOH
obojoukoil  Oemoro MMM TIo4TH  6eI0r0
I[BETa, C PUCKOH Ha OXHOI cropoHe. Ha
MIOITEPEUHOM paspese sapo or Genoro A0
mnourty Oenoro IBeTa.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanue: Ilpoaykt coorBercTBYET TpeboBanuaM HJT 3axaouenne: OJJOBPEHO
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Uncontrolied Copy

Product : Cetrine film-coated tablets 10 mg

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Ipoaykt: Letpun, TabneTky, MOKPLIThIE IICHOUHON 0bosmoukoi, 10 Mr

Batch No / : B2402277 Batch Quantity / : 955 KG/

Cepus Ne B | O6nem cepun 955 KI' - -
Analytical Report No / © 2002FP24001632 Date of Analysis / : 13-07-2024

Ananuruyeckui otyer Ne Jara ananusa -
Date of Manufacture / ;o 06/2024 Date of Expiry / : o 05/2027

JlaTa npon3BoJCTBA L'open no

_Analysis performed according ND / Ananus npoeesies no HI: TI N013283/01-130723

2 | Identification. Cetirizine / HopsmHnocts. IleTHpH3UuK

1. HPLC/B32XX

Complies as prescribed / The retention time of the main peak in the
CoOTBETCTBYET TPeOOBaHUIM 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 ymepxuBanus
OCHOBHOTO [MKa Ha  XpPOMATOrpaMMe
HCTILITYEMOTO pactsopa JOJDKHO
COOTBETCTBOBATH BPEMEHH  YIEPKUBAHUS
OCHOBHOTO [MKa Ha  XPOMATOrpaMMe
pacrBopa CTaHOAPTHOTO obpasna
LETHPU3HHA THAPOXJIOPHIA (pasmen
«KonnuecTBeHHOE OLIpEACIICHHEY).

2. UV spectrophotometry /

Complies as prescribed / The UV-spectrum of the test solution and
Y®-cnektpodoTomeTpus CootBercTByeT TpeOOBaHMAM 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. / Y®-cmekrps
TOMJIOIEHHsT MCITBITYEMOTO  pacTBOpa H
pacTeopa CTAaHAapTHOTO obpa3sita
IIeTUPHU3WHA THApPOXJOpHIa B obnacth oOT
200 mo 400 HM DOKHBEI UMETH MaKCHMYMBI
TIOTJIOIMICHHSI MTPU OJHOW W TOM JXe JIHHE
BOJNIHBI C JONMYCTHMBIM OTKJIOHEGHHEM =+ 2
HM.

3 | Water / Boxa

3.1% w/w /3,1% Not more than 8.0 % / He 6oxnee 8,0 %

4 | Uniformity of dosage units /
OanopoanocTs
JA03UPOBAHUA

3.7/3,7 Acceptance value (AV) should be not more

than 15.0 / Iloka3atens TPHEMIEMOCTH
(AV) nomxen ObITh He Gonee 15,0.

Remarks : The Product confirms to ND/

ITpumeuanue: Ilpoaykr coorsercTBYeT TpeboBanmsaM HJL

Conclusion : APPROVED /
3arcmouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

[ Product : Cetrine film-coated tablets 10 mg

TIponayxkr: LletpuH, TaGneTky, DOKPHITHIE MICHOYHOM 060/104KO#, 10 Mr

Batch No / B2402277 Batch Quantity / : 955 KG/ ]
Cepust Ne - O6beMm cepun 955 KI' -

Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024 o
Ananurrueckuid oruet Neo Mara ananuza o

Date of Manufacture / 06/2024 Date of Expiry / 0572027

Jara npousBo/jcTsa 1'ogen no

”Analysis performed according ND / Ananus nposegen no HJ: TIN013283/01-130723

| 5 | Dissolution / PactBopenne

Unit-1/ Tab6u.-1 96%
Unit-2 / Tabn.-2 96%
Unit-3 / Tabn.-3 96%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabmn.-5 97%
Unit-6 / Tabn.-6 98%

Not less than 80% (Q) of the labeled amount
of C21H25C1N203'2HC1 (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMMHAIBHOTO COAEpKAHUS
C21H25C1N203'2HC1 (HETI/Ipl/l?:YIHa
JUTHAPOXTIOpUA) uepe3 30 MUH.

6 |Related Impurities by HPLC/
PoncTBeHHBIE IPUMECH

HEWJICHTU(NLMPOBAaHHAsS
NpHUMECh

Impurity A / ITpumecs A Less than Limit of Detection (LLOD =
5 0.005%) / Huxe mpenena

Impuiity EnNpamecs B obnapyxenus (I10 = 0,005%)

Impurity C / [Ipumecs C 0.01% /0.01%

Impurity D / TIpumecs D Not detected / He oGHapyeHa

Impurity E / Ipumecs E Not detected / ne oGHapyseHa

Impurity F / IIpumecs F 0.02% / 0,02%

Any .individual unidentified || ess than Limit of Detection (LOD =

impurity / Jlobas eaunuuna | o1 5%) / Huke pezena

o6Hapyxenns ([10 = 0,015%)

0.08% / 0,08%

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

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

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

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

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

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

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

Total impurities /
CymmMa nprumecei

0.1%/0,1%

Not more than 2.0 % / He Gonee 2,0 %

7 | Assay / KonuuecTBeHHOe
onpegeyienne

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

Not less than 9.0 mg and not more than 11.0
mg C2 1 H25C1N203 -2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 Mr
C, H,5CIN,0O4-2HC1 (1eTupu3nHa
muruapoxiopun) B tabnetke (ot 90 % mo
110 % oT HOMUHANBHOTO CONCPKAHUA).

Remarks : The Product confirms to ND/

Mpumeuanne: IIponyxr coorBercTBYeT TpeboBanmsaM /I

Conclusion : APPROVED /
Jakawuenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

| Product : Cetrine film-coated tablets 10 mg
Tpoayxt: Herpun, TaGneTky, NOKPHITHE ICHOUHOH 000104K0#, 10 MT

Batch No / B2402277 Batch Quantity / : 955KG/ -
Cepusg No B B O6nem cepun 955KI” -
Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024
“Ananmryuecknit oryer No o Hara ananuza o
Date of Manufacture / 06/2024 Date of Expiry / 05/2027
JlaTa 11pOU3BOJCTRA T'onen no

Analysis performed according ND / Ananus nposenex no HJ: II N013283/01-130723

8

Subdivision of tablets / Complies as prescribed /
OaHOpOAHOCTL MAaCC PHU

JeJICHUH TabJIeToK

CootBetcTBYCT 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. /
TaGleTkH COOTBETCTBYIOT IpeGoBAHUAM,
ecmn  He Oomee | enuHMuYHAag Macca
OTKJIOHSIETCS 3a nipenensl 85 % - 115 % or
cpenHeit MACCBL. TaGnerkn HE
COOTBETCTBYIOT TpeGOBaHUSIM, eciu Gonee
yeM | MHIMBHAYalbHAs Macca OTKIOHAETCS
OT DOTHX TpeAesioB  wuiu, ecau 1
WHAMBUAyaTbHAs Macca OTKIIOHAETCA 34
rpenenst 75 % - 125 % oT cpennei Macchl.

Microbiological purity* / MukpoOuosnoruyeckas 4ucrora*

a) Total Aerobic Microbial
Count / O61ee uncio
a3pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total Combined Yeast and
moulds count / O61ee yucito
NPOMOKEBBIX M TUICCHEBBIX
rpruboB

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

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

c) Escherichia Coli Absentin 1 g/

OrcyrctRyerB I 1

Shell be absentin 1 g/
OtcyrctBue B I 1

Remarks : The Product confirms to ND/
IIpumeuanue: IIponyKT cooTBeTcTBYET TpebobannaM HJL

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

Iponykt: LleTpnn, Tab1cTH, IOKPHITHIE NIEHOYHON 060n0uKoi, 10 mr

Batch No / B2402277 Batch Quantity / . 955 KG/ -
Cepug Ne B Obwem cepun 955 KT’ ) -

Analytical Report No / 2002FP24001632 Date of Analysis / 13-07-2024

AHaIMTHYCCKHH oTueT No - Jata aHanusa -

Date of Manufacture / 06/2024 Date of Expiry / 0572027

JlaTa npousBoicTBa 1'onen no |

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

10 | Packaging / YnakxoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 TabJIeTOK B
TIBX/TIB/1X//anioMuHyeBOM
6ancrepe. [To 2 Onuctepa BMecTe ¢
HHCTPYKIHEH 10  MPUMEHEHHIO
YIIAKOBAHbI B TAUKY KaPTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister. |
2 or 3 blisters and patient information leaflet
im a carton. / Ilo 10 Tabmerox B
[IBX/IIBX//antomuaneBoM Guuctepe. ITo
2 nnu 3 6nucTepa BMECTE C MHCTPYKLIMEN 1O
IPUMEHEHHUIO  YIaKOBaHbL B Iadky
KapTOHHYIO.

11 | Labeling / MapxupoBka

According to ND / B cootserctenn ¢ HJL

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / Ilpu temneparype He Bbine 25 °C,

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 / IIposodumca npouzeooumenem npu 8bINyCKe nepuoOuyecKu: ons
kascoou 20-ot cepuu unu ne menee 1 pasa e 200. Ilokasamens mosicem Gorme ne gkmoyen ¢ Cepmuguram

aHanuza upmeol.

Remarks : The Product confirms to ND/
Opumeuanmue: IIpoaykr coorBercTBYeT TpeboBanusam HJ{

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 5 of 6

Printed Date & Time (IST):

13-07-2024 18:54:31



Uncontrolled Copy

ELECTRONIC SIGNATURES

Title

B2402277

Document No.
- Version

QUA-FT02-3301
- 1.0, CURRENT
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