Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHATH3A

“Product : Cetrine film-coated tablets 10 mg

Ipoayxr: IleTpuH, TabIeTKH, MOKPHITHIE INIEHOUHOH 00010YKOil, 10 Mmr

Batch No / B2402078 Batch Quantity / 1 955KG/

Cepus Ne O61pem cepuu 955 KT"

Analytical Report No / 2002FP24001569 Date of Analysis / 30-06-2024 )
AHanuTuyeckui otyeT Ne Jlara ananusa

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027

JlaTta mpou3BOJACTBa T'onen no

Analysis performed according ND / Auanus nposeaes mo HJI: IT N013283/01-130723

Ne Test / ITokazaTe)ib Result / PesyabraTsl Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side, White core on cross section.
/ Kpyrasie ABOSAKOBHITYKIIbIE
TaGJIeTKH, MOKPBITHIC TUICHOYHOH
060110uKOit 6e0r0 LBETA, C PUCKOH
Ha ojiHO¥M cTopoHe. Ha nonepeuHoM
paspese saapo Genoro nsera.

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. / Kpyriaele ABOAKOBBINYKJILIE
TabIeTKH, TMOKPBITHIS TIIenouHoi

000JI04KOoi 0enoro mWIM IMOYTH  Oesoro
uBeTa, ¢ puckoi Ha oxHoM crtopome. Ha
MONEePEeYHOM paspese AApo OT Gemoro 0
MoyTH 0€eJIoTo LBETA.

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykr coorseTcTBYeT TpeOoBanusam HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO
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Product : Cetrine film-coated tablets 10 mg

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

[Ipoayxr: IleTprH, TaGIETKH, TOKPEITHIC IIEHOUYHOH 060n0uKoi, 10 Mr

Batch No / : B2402078 Batch Quantity / © 955 KG/
Cepust Ne o O61eM ceprn 955 KI'
Analytical Report No / : 2002FP24001569 Date of Analysis / : 30-06-2024
_AnanuTuyeckui otuer Ne Jlara ananusa

Date of Manufacture / ¢ 06/2024 Date of Expiry / o 05/2027
JlaTa Tpou3BOACTBA ["open no

Analysis performed according ND / Aunanus nposeaen no HJ: T1 N013283/01-130723

2 | Identification. Cetirizine / TlogaHHHOCTD. HeTupusnsu

1. HPLC/BDIXX

Complies as prescribed /
Co0TBeTCTBYET 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 yaepxxusanusa
OCHOBHOTO TIMKA Ha  XpOMarorpamMme
HCIBITYSMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHU  YACPKMBAHMS
OCHOBHOTO [HKa HAa  XpOMaTorpamme
pacTBopa CTaHIaPTHOTO obpasua
HEeTUPH3MHA rUapoXJIopuia (paznen
«KosmmuecTBeHHOE OTIpEICTICHIE).

2. UV spectrophotometry /
Y®-cnekrpodoromerpus

Complies as prescribed /
CootsercTsyeT TpeOOBaHAAM

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-cnekTpn
TOIJIOIIEHHS HCIBITYEMOTO pPacTBOpa U
pacTBOpa CTaHJapTHOTO obpa3sa
LUETUPU3UHA TUapoxiopuaa B obmnactu OT
200 mo 400 HM HOJDKHEI MMETh MAaKCUMYMBI
MOTJIONIEHH. [PY OJIHOM W TOM K€ IJNHHE
BOJIHEI C JIONYCTHUMBIM OTKJIOHEHHEM + 2
UM,

3 | Water / Boaa

2.9% wiw /2,9%

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

4 | Uniformity of dosage units /
OagxopoaHocTh
J103UPOBAHHUS

3.0/3,0

Acceptance value (AV) should be not more
than 15.0 / Tlokazarens npHEMIIEMOCTH
(AV) pomxen ObiTh He Gonee 15,0.

Remarks : The Product confirms to ND/

Mpumeuanne: ITpoaykT cooTseTcTBYET TpebonanusaM HJI

Conclusion : APPROVED /
3amouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHANM3A

“Product : Cetrine film-coated tablets 10 mg

Ipoayxr: LeTpun, TabueTku, MOKPHITHIE MIIEHOYHOI 06onoyxo#, 10 Mr

Batch No/ B2402078 Batch Quantity / © 955 KG/

| Cepus No O6nmeM cepun 955 KI'
Analytical Report No / 2002FP24001569 Date of Analysis / 30-06-2024
Ananntryeckuit otuer Ne B JlaTa ananu3a
Date of Manufacture / : 06/2024 Date of Expiry / 05/2027
Jlata npon3BoACTBa T'onen mo

Analysis performed according ND / Ananuns nposeaen o HJI: TT NO13283/01-130723

5

Dissolution / PacTBopenue

Unit-1/Tabn.-1 99%
Unit-2 / Tabn.-2 100%
Unit-3 / Tabn.-3 99%
~ Unit-4 / Ta6n.-4 98%
Unit-5 / Tabn.-5 99%
Unit-6 / Tabin.-6 98%

Not less than 80% (Q) of the labeled amount
of  C;H,sCIN,0,-2HCI (cetirizine
dihydrochloride) after 30 min. / He mence
80 % (Q) oT HOMHHANEBHOTO COHEpPKAHHA
C,1Hy5CIN,O5-2HCI (uerupusnua
IurHaApoxiopua) depes 30 MUH.

onpejaejieHue

100.6% / 100,6%

6 |Related Impurities by HPLC/
PojpcrBennbIe IpUMecH .
Impurity A / ITpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6oxee 0,2 %

- 0.005%) / Humxe npepena 5 - 5

Impurity B / Ilpumecs B obHapyxenus (IO = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C/ Ipumecs C 0.01% /0.01% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / ITpumecs D Not detected / ne oGuapykera Not more than 0.2 % / He 6onee 0,2 %
Impurity E / IIpumecs E Not detected / se o6Hapyxkena Not more than 0.2 % / He 6onee 0,2 %
Tmpurity F / TTppmeck F 0.06% / 0.06% Not more than 0.2 % / He 6osiee 0,2 %
Any individual unidentified | Not detected / e oBHapyKeHa Not more than 0.2 % / He 6onee 0,2 %
impurity / Jiobas enuuuunas
HEUACHTH)NIIMPOBAHHAS 0.08%/0,08%
HMpUMeCh
Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeced

7 | Assay / KonnvecTBeHHoe 10.06 mg/ 10,06 mr Not less than 9.0 mg and not more than 11.0

mg C,H,5CIN,05-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr o 11,0 mr
C,H,5CIN,O;-2HC1 (neTupu3nHa
auruapoxiopua) B tabserke (ot 90 % go
110 % oT HOMHHaNBHOT'O COAEPIKAHHUA).

Remarks : The Product confirms to ND/
Mpumeyaune: [TpoaykT cooTBeTcTBYET Tpebopaumsm HJJ

Conclusion : APPROVED /
3axawuenne: OJOGPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
 TIpomyxT: LleTpuH, TabNeTKH, IIOKPBITBIE IIEHOYHON 060104KOH, 10 Mr

Ananuruyeckui oryer No

Batch No / B2402078 Batch Quantity / © 955 KG/
Cepus No O0ObeM cepur 955 KI" -
Analytical Report No / 2002FP24001569 Date of Analysis / . 30-06-2024

JlaTa agdiinsd

Date of Manufacture /
JlaTa Mpon3BOACTEa

T"oaen 1o

¢ 06/2024 Date of Expiry / . 052027

Analysis performed according ND / Ananus nposesen mo HJI: TI N013283/01-130723

8

Subdivision of tablets /
OaHopoAHOCTHL Macc NPH
neNeHuH TadJIeToOK

Complies as prescribed /
CooTBETCTBYET TpeOOBaHNUAM

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. /
TabneTk COOTBETCTBYIOT TPeOOBAHHAM,
ecmu He Oomee 1 eOMHMYHas Macca
oTKnousiercst 3a npenessl 85 % - 115 % or
cpenHeit MACCBHL TabieTkn He
COOTBETCTBYIOT TpeboBanuaM, ecim Gonee
yeM | MHOMBHIyaNbHAS Macca OTKIIOHAETCA
OT 3TUX nmpeAcnoB  Wiuk, ecin 1
HHAMBUAyaNbHAS Macca OTKJIOHseTcs 3a
npeaenst 75 % - 125 % or cpennei macchl.

Microbiological purity* / MukpoGuosoruieckast HucTora®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obuiee uncio He Gonee 1000 KOE/r
aspoBHBIX MHKPOOPTaHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g/

moulds count / O6uee uncno
IPOMIKEBBIX U IICCHEBEIX
rpnboB

He 6onee 100 KOE/r

¢) Escherichia Coli

Not Applicable

Shell be absent in 1 g/
OtcyTcTBUEB 1 T

Remarks : The Product confirms to ND/
Ipumeuanue: ITpoaykr cooTBeTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
Zakmouenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg a
Ipoayxt: LleTpun, TabneTkn, IOKPEITHIE MIIEHOUHOH 06004ko#, 10 Mr

Batch No / B2402078 Batch Quaatity / 1 955 KG/
Cepus Ne | O6neM cepun 955 KI"
Analytical Report No / 2002FP24001569 Date of Analysis / 30-06-2024
AHanuTHYCCKHIA oTyeT Ne JlaTa aHanuza

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027
Jlata n0pou3BOACTBA Togen o

Analysis performed according ND / Auanns nposenex mo HJI: T1 N013283/01-130723

10 | Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister, 2 blisters and patient
information leaflet in a carton. / ITo
10 TabJIeTOK B
TIBX/TIBJIX//antoMuHHEBOM
6muctepe. ITo 2 6Gnmuctepa BMecTe C
HHCTPYKLHEH N0  MpUMEHEHMIO
YMAKORAIT B MATKY KapTOHHYHO.

10 tablets in PVC/PVDC//aluminum blister. |
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 TaGnerox B
TIBX/TIBAX//antomMunueBoM Gmuctepe. Ilo
2 v 3 GnucTepa BMECTE C HHCTPYKIHEH MO
NPUMEHEHHIO ~ YNAKOBaHBl B MAdKy
KapTOHHYIO.

11 | Labeling / MapkupoBKa

According to ND / B coorerctenn ¢ HJI

12 | Storage conditions /
Xpanenne

At temperature below 25 °C. / [1pu Temmepatype ne Boite 25 °C.

13 | Shelf life / Cpox regHocTH

3 years/ 3 rona

asanusza upmol.

Uncontrolled Copy

*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 / [Iposodumcea npousgodumenem npu 6binycKe NepuoousecKi: O
Kkascooti 20-oil cepuu unu ne menee [ paza & 200. Iokazamens moncem Goimb e exuioven 6 Cepmuguxam

Remarks : The Product confirms to ND/
NpumMeuanue: [IpoaykT cooTBeTCTBYET Tpebosanusam HJT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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Uncontrolled Copy

ELECTRONIC SIGNATURES

B2402078

Title

’“Dr. Réddy’s _‘5'—_

Document No.

QUA-FT02-3290
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