Ulicuriuuvliicu wupy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
[popyxr: LleTpun, TabneTkn, MOKPLITLIE IjIeHoUHON 0bonoukoi, 10 mr

AHanuTuueckuii oryer No

Jlara anajiusa

Batch No / B2400737 Batch Quantity / : 955.000 KG /
Cepusi Ne O06bem cepun 955,000 KI” -
Analytical Report No / : 2002FP24000834 Date of Analysis / © 31-03-2024

Date of Manufacture /
| [lata npousposicTBa

03/2024 Date of Expiry / o 02/2027

I'onen o

Analysis performed according ND / Ananus nposenen no HJI: T1 N013283/01-130723

Wg Test / IlokasaTean

Result / PesybTaThl

Specification / Hopma

1 | Description / Onucanmue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrible IBOAKOBBITYKIIBIE
Ta0JIETKH, NOKPBITHIE MIICHOYHOM
obosnotkoii 6enoro usera, ¢ puckoi
Ha OHOH cTopoHe. Ha nonepeyiiom
paspese sipo 6eJIoro LBeTa.

White or off-white colored, round, biconvex
film-coated tablets with a break line on onc
side. White to off-white core on cross
section. / Kpyraele IBOsKOBBIMyKIIBIE
Tab/IeTKHY, NOKPBITHIE MIEHOUHOH
obosioukoil Oenoro WaM Moyt Oesioro
LOBETa, C PHCKOM ua oMol cropode. Ha
nonepeuHoM paspese Jipo ot Gesoro Jo
nouty 0eJioro LBeTa.

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT cooTBercTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
3akmovenne: OTOBPEHO

WI-GLOB-QA-0669-2.0
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Uhivulniulicu wupy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : Cetrine film-coated tablets 10 mg
Npoaykr: Llerput, Tabnerkn, NOKpuIThHIE NNEHOYHOH obonoukoii. 10 mr
Batch No / . B2400737 Batch Quantity / : 955.000 KG /
Cepus Ne OO0beM cepun 955,000 KI"
Analytical Report No / . 2002FP24000834 Date of Analysis / © 31-03-2024
AnaymTyueckuii otyer Nu Jlara aHajiiza
Date of Manufacture / . 0372024 Date of Expiry / . 02/2027
Jara npousBoncTea ["onen no

Analysis performed according ND / Anayus nposeaen no H/I: T1 N013283/01-130723

2 | Identification. Cetirizine / Ilopmunnoctsb. Lernpusnn

1. HPLC/BOXX

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 ynepxusaHus
OCHOBHOrO TMKa HA  XpOMaTOrpamme
MCIIBITYEMOTrO pacTBOpa JOJDKHO
COOTBEICIBOBATL BPEMEHM  yJEPKUBAHUS
OCHOBHOIO TIMKA Ha  XpomaTorpamme
pacTeopa CTAHAAPTHOIO obpasua
LeTHPHU3NHA rUApoOXIoOpuaa (paznen
«KonunuecTBeHHOE OompeaeieHren).

2. UV spectrophotometry /
Y®-cniekrpodoromeTpus

Complies as prescribed /
CoorsercTByeT TpeboBaHHUsIM

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®-cnekrpsl
MOTJIONIEHUS  MCIIBITYeMOT'0  pacTBOpa H
pacTBopa CTaHOAPTHOIO obpasiia
LeTHpH3UHA TUIpoXJopuaa B objactH OT
200 no 400 HM AOMXKHBI UMETb MAKCUMYMbI
MOIVIOLICHUS TIPU OOHOM M TOH Ke IJIMHE
BOJTHLI C JIONYCTHMBIM OTKJTOHEHWEM + 2
HM.

3 | Water / Boga

2.5% wiw /2,5%

Not more than 8.0 % / He Gonee 8,0 %

4 | Uniformity of dosage units /
OaHOpPOAHOCTH
AO3HPOBAHUA

54/5.4

Acceptance value (AV) should be not more
than 15.0 / Tlokaszaren, TIPHEMIIEMOCTH
(AV) momken ObITh He Gonee 15,0,

Remarks : The Product confirms to ND/

ITpumeuanme: IIpoaykT cooTBeTcTBYET TpeboBanmam HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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UTILUTILIUNlIcuU wupy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
posyxr: 1lerpuH, TabaeTkH, NOKPLITHIE 1EHOYHOU 060104KoM, 10 Mr

Batch No / B2400737 Batch Quantity / : 955.000 KG /
Cepuy No O0peM cepun 955.000 KT
Analytical Report No / : 2002FP24000834 Date of Analysis/ 31-03-2024
Ananutryeckuid oryer No Jlara anamuza
Date of Manufacture / 03/2024 Date of Expiry / 02/2027

| Jlata npon3BoacTBa 'oneH mo

Analysis performed according ND / Anamus nposeaen no HJL: T1 N013283/01-130723

onpeacJICHHe

99.9% /7 99,9%

5 | Dissolution / PacTBopenue Unit-1/ Ta6mn.~1 100% Not less than 80% (Q) of the labeled amount
— o of C21H25C1N203'2HC1 (Cetirizine
i) acnre 101% | dihydrochloride) afier 30 min. / He metes
Unit-3 / Ta6n.-3 99% 80 % (Q) oT HOMHMHANbHOrO copepsKaHHs
. C21H,5CIN,05-2HCI (ueTMpusuna
Unit-4 / Taba.-4 100% AMHAPOXTOPHZ) Yepes 30 M.
Unit-5 / Tabm.-5 99%
Unit-6 / Tabn.-6 99%
6 |Related Impurities by HPLC/
PoacTBeHHBIE IPHMECH
Impurity A / Ilpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
. 0.005%) / Huxe npenena = =
Impurity B / [lpumecs B obmapysierus (110 = 0,005%) Not more than 0.2 % / He 6osee 0,2 %
. 4] V]
Impurity C / [lpumecs C Less than LOQ (LOQ = 0.010%) / Not more than 0.2 %/ He 6onee 0,2 %
Impurity D / IIpumecs D Huoxe npeaena Kojau4eCTBEHHOTO Not more than 0.2 % / He 6onee 0,2 %
= o
Impurity E / TTpumecs E onpexencims (TG = g010%) Not more than 0.2 % / He 6onee 0,2 %
Not detected / 6
Impurity F / Ilpumecs F OPLEEEh R RS Not more than 0.2 % / He 6osee 0,2 %
— . - Not detected / e obHapyseHa
Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlro6as emumuasas |Less than LOQ (LOQ = 0.023%) /
HEMIEHTUPHUUMPOBAHHAS Hwxe mpeena KoMM4YeCTBEHHOIO
npumech onpeaenenus (IKO = 0,023%)
Not detected / He obHapykeHa
0.06% /0,06%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
CymmMa npumeceit
7 | Assay / KonnuecrBennoe 9.99mg /9,99 mr 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 oo 11,0 mr
C,1H25CIN,O5-2HCI (ueTnpusuna
auruapoxyiopun) B tabaerke (or 90 % mpo
110 % OT HOMUHANTBLHOrO COIEepPsKaHUs).

Remarks : The Product confirms to ND/
Hpumeuanne: [TponykT cooTBeTcTBYET TPebOoBaHIAM HJT

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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UTHLULILT VU wUpY

CERTIFICATE OF ANALYSIS

CEPTUH®UKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

| Mpoaykr: Lletpuu, rabnerku, noKpLiThie IIEHOUHOH 060o10uKkod, 10 mr
Batch No / : B2400737 Batch Quantity / : 955.000 KG /
Cepus Ne O6beM cepunt 955,000 KI"
Analytical Report No / : 2002FP24000834 Date of Analysis / © 31-03-2024
A”anmutyveckuit otyet Ne JlaTa ananuza
Date of Manufacture / . 03/2024 Date of Expiry / . 0272027
Jlata npon3BoACTBa [oneH a0

Analysis performed according ND / Ananus nposezen no HJI: 11 N013283/01-130723

—

8 | Subdivision of tablets / Complies as prescribed /
OaHOpOAHOCTH MacCC IPHU CootgercTByeT TpebOOBaHUIM
nejieHnd TabJIeToK

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 TpeGOBaHUSM,
ecnii He Oonee 1 eauuHuunas macca
OTKJIOHseTCs 3a npejensl 85 % - 115 % or
cpenHei MAacCBI. Tabnerku HE
COOTRETCTBYIOT TpeboBaHWsM, eciin OGosiee
uem 1 MHAMBUOYaIbHAS MACCa OTKIIOHAETCS
OT 9THUX TpemelloB Wi, ecmm 1
HHAMBUAYyATbHAR Macca OTKIOHAETCA 34
npenenst 75 % - 125 % ot cpenHeii Maccol.

9 |Microbiological purity* / MukpoGuosiornueckass YHCTOTa*

a) Total Aerobic Microbial Not Applicable
Count / Ob1mee quco
a3po6HbIX MHKPOOPTraHH3MOB

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

b) Total Combined Yeast and Not Applicable
moulds count / Obmmee yucno
JOPOMOKEBBIX W TUIECHEBBIX
rpubos

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

¢) Escherichia Coli Not Applicable

Shell be absent in 1 g /
OtrcyrctBue B 1

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykT cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akaiouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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UHLULNnuneyu woupy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
'J:I_P_D,-‘{}*KTZ LlerpuH, TabneTku, NOKpPLITLIE NJIEHOUHOH obonoukoi, 10 mr

Batch No / B2400737 Batch Quantity / : 955.000 KG /
Cepus Ne O6beM cepun 955,000 KI"
Analytical Report No / : 2002FP24000834 Date of Analysis / 31-03-2024
AHanrryeckuit oruer No Jlara aHammza
Date of Manufacture / 03/2024 Date of Expiry / 02/2027

| Jlata mpousBozcTBa ['ozien 10

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

10 | Packaging / YnakoBka 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. / [lo|in a carton. / Ilo 10 Tabnerox B
10 TabaeTok B | IIBX/IIBJIX//anomurineBom 6Gaucrepe. ITo
TIBX/TIBJIX//antomunuesom 2 win 3 GamucTepa BMECTE C UHCTPYKUMEN IO
6ancrepe. 1o 2 Onucrepa BMecTe ¢ | TPUMEHEHWIO  YMaKOBaHbI B MadKy
WHCTPYKIIMEH  TI0  TIPUMEHEHHUIO | KAPTOHHYIO.
yIaKOBaHEI B IAYKy KapTOHHYIO.

11 | Labeling / Mapkuposka According to ND / B cooreercreuu ¢ HJ]

12 | Storage conditions / At temperature below 25 °C. / [1pu Temneparype He Bbllue 25 °C.,

Xpanenne
13 | Shelf life / Cpok roanoctn 3years/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 / IIposooumcsi npouzeooumenem npu bliycKe nepuooudecku. Ons
kaxcoou 20-oti cepuu unu He menee 1 paza 6 200. Iloxazamens mooicem bvimo ne exnoven 6 Cepmuguxam

ananuza Qupmoi.

Remarks : The Product confirms to ND/
IIpumeuanue: IIpoaykT cooTBeTcTBYET Tpebopanmsam HJL

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s Q3¢

B2400737

Title

Document No. | QUA-FT02-3101
- Version - 1.0, CURRENT

Approved Date

31-Mar-2024

Prepared By P00021162 Latha Dasi 31/03/2024
14:15:48

Reviewed And P00043828 A Susmitha 31/03/2024
Approved By 14:18:14

Approved By QA P00039909 Prashanth Voladri 31/03/2024
14:47:12
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