Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJNN3A

Product : Cetrine film-coated tablets 10 mg

TMponykr: IleTpwH, TabNeTKH, MOKPLITLIE MIEHOYHON 0bonouko, 10 mr

Batch No / : B2403609 Batch Quantity / ¢ 955KG/
Cepusi No O6beM cepun 955 KT
Analytical Report No / 2002FP24002745 Date of Analysis / 11-11-2024
Ananutndeckuii otuer Ne JlaTa ananusa

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
JHara npoussoxncrea ToneH 1o

Analysis performed according ND / Ananmus nipoeenex mo HJI: T N013283/01-130723

Ne Test / ITokaszaTean

Result / PeayabTaThl

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible IBOAKOBLINYKIIbIE
TabNeTKH, MOKPBITHIE INIEHOYHOH
obonoukoii 6enoro LBeTa, ¢ PUCKOit
Ha onHOM cTopoHe. Ha monepeunom
paspese sapo 6enoro eeTa.

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. / Kpyrnble OBOSKOBBIMYKIBIE
TabNeTKH, MOKpPbITbIE TJIEHOMHOM

o0onoukoi Oenoro MAM MoYTH Oejoro
[[BeTa, C pWCKoil Ha omHOW ctopoHe. Ha
MoTIEpeYHOM paspese aApo oT Oemoro o
noyTH 6enoro uBera.

Remarks : The Product confirms to ND/

ITpumeuanne: IpoaykT cooTBeTCTBYET TpeboBanmsmM HJJ

Conclusion : APPROVED /
3akmodenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
TponyxT: IleTpuH, TabIeTKH, MOKPLITHIE TTEHOYHOH 0Honoukoi, 10 Mr

Batch No / : B2403609 Batch Quantity / : 955KG/
Cepust Ne O6neM cepun 955 KI'
Analytical Report No / : 2002FP24002745 Date of Analysis / ¢ 11-11-2024
AHamuTuueckuii oTyeT Ne Jlara ananu3za

Date of Manufacture / : 10/2024 Date of Expiry / ;0972027
Hara npousBoacrea T'onen 1o

Analysis performed according ND / AHayus npoeenen mo HZ: TTN013283/01

-130723

2 | Identification. Cetirizine / Ilognunnocth. [eTupnzna

1. HPLC/B3XX Complies as prescribed /
CootBeTcTBYET TpeOOBaHUSAM

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"). / Bpemsa ymepkupaHus
OCHOBHOTO [MK4 Ha  XpoMarorpamMme
HCITBITYEMOTO pacteopa JIOJIKHO
COOTBETCTBOBATb BpPEMEHH yJlepKUBaHUsA
OCHOBHOrO TIMKa Ha XpoMmarorpamMe
pactBopa CTaHAapPTHOTO obpasua
HEeTHPU3UHA rUOpOXITOpUIA (paznen
«KoymiuecTBeHHOE Ofpe/ieNleHNe).

2. UV spectrophotometry / Complies as prescribed /
Y®-crniekrpodoToMeTpHs CooTeeTcTBYET 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. / V®-cnekTpst
TIOMIOWEHWsT MCIIBITYEMOTO  pacTBopa H
pacTtBopa CTaHAAPTHOTO obpazua
LETUPHU3HHA THApOXJopHaa B ofmacTu ot
200 o 400 HM OOJKHBI UMEThH MAKCUMYMBbI
TTOTJIOUIEHHS TIPH OXHOM M TOM e JUTHHE
BOJIHBI C JIOMYCTHMBIM OTKIOHEHHEM =+ 2
HM.

3 | Water / Boaa 3.6%w/w / 3,6%

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

4 | Uniformity of dosage units / - 39/39
OanopoanocTs
J03MPOBAHHA

Acceptance value (AV) should be not more
than 15.0 / Tlokazarenms mpueMIEMOCTH
(AV) nomxen 6biTh He Gonee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykt cooTseTcTBYET Tpeboanusm HJT 3akmogenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolked Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
IMponyxkr: LleTpuH, TabaeTkH, NOKPHITHIE TTEHOYHOM 0607104KOH, 10 Mr

Batch No / : B2403609 Batch Quantity / 1 955KG/
Cepus Neo O6beM cepuu 955 KTI"
Analytical Report No / 2002FP24002745 Date of Analysis / 11-11-2024
Ananutnyeckuii otyer Ne [ata aHanuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Jara npouseoacTea T'onen no

Analysis performed according ND / Aranmus npoeenen mo HI: TI N013283/01-130723

5 | Dissolution / PacTeopenue Unit-1/ Tabn.-1 98% Not less than 80% (Q) of the labeled amount
= . 5 of  C,;H,sCIN,O5-2HCI (cetirizine
Unitsel/TabEs S8 dihydrochloride) after 30 min. / He meHee
Unit-3 / Ta6mn.-3 95% 80 % (Q) OT HOMHHAJILHOTO COXCPIKAHUA
Unit4 ) Tabn-a 93% C,,H,5CIN,0O5-2HC1 (ueTupuzrHa
muruapoxiiopun) uepes 30 MuH.
Unit-5 / Tabn.-5 99%
Unit-6 / Ta6n.-6 97%
6 |Related Impurities by HPLC/
PocTBeHHBIE IPAMecH
Impurity A / Tlpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %
: 0.005%) / Huxe npenena B o
Impurity B / TTpumecs B obHapywenms (110 = 0,005%) Not more than 0.2 % / He 6onee 0,2 %
Impurity C / Tlpumecs C 0.01% /0.01% Not more than 0.2 % / He 6onee 0,2 %
Impurity D / TIpumecs D Less than LOQ (LOQ = 0.017%) / Not more than 0.2 % / He 6onee 0,2 %
Impurity E / TTpumece E Hmxke npefiena KOIMMYECTBEHHOTO Not more than 0.2 % / He 6onee 0,2 %
KO =0,017¢
Impurity F / [Ipyinmoorn F STRSASICHIn %) Mot more than 0.2 94 / ITo 6ostee 0,2 8¢
— - - Not detected / He oBHapykeHa
Any individual unidentified Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlio6as emunmunas | 0-05%/0,05%
HEUIEHTHHHIMPOBAHHASL Less than LOQ (LOQ =0.041%) /
npuMect Huxe mpenena KolM4eCTBEHHOTO
onpenenenus (ITIKO = 0,041%)
0.08% / 0,08%
Total impurities / 0.3%/0,3% Not more than 2.0 % / He 6onee 2,0 %
CyMmMa npumMecek
7 | Assay / KonuyecTBeHHOE 9.89 mg /9,89 mr Not less than 9.0 mg and not more than 11.0

onpegeJIeHue

98.9% / 98,9%

mg C,;H,5CIN,05-2HCI (cetinizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 Mr
C,,H,5CIN,05-2HCI (ueTnpu3zMHa
qurugpoxiopun) B Tabmerke (ot 90 % no
110 % oT HOMHHATLHOTO COIEP>KAHU).

Remarks : The Product confirms to ND/
ITpumeuanne: ITpoxykt cooTBeTcTBYET Tpeboanusm HJ{

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

TTpoayxr: Letpun, TaboeTKu, MOKPLIThIE MIIEHOYHOM obonovkow, 10 Mr

Batch No / : B2403609 Batch Quantity / : 955KG/
Cepust No O6beM cepun 955 KI'
Analytical Report No / 2002FP24002745 Date of Analysis / 11-11-2024
AHanutuyeckuii otuet No Jlara aHaynuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Jlara npouzBoacTa T'omeH oo

Analysis performed according ND / Ananmz nipoeenex mo HJI: TT N013283/01-130723

8 | Subdivision of tablets /
OaHOpOAHOCTH MAace NMpH
JeleHHH TabJIeToK

Complies as prescribed /
CooTBeTcTBYET TPEOOBAHHAM

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. /
Tabnerku COOTBETCTBYIOT TpeDOBaHUAM,
ecim He Oomee 1 eagnHuuyHas Macca
OTKNOHsETCS 3a npenens 85 % - 115 % or
cpenHeit Macchl. Tabnetkn HE
COOTBETCTRYIOT TpeGOBaHWAM, ecnu Gornee
yeM | UHAMBUOYalbHAs Macca OTKIIOHAETCS
OT 3THX TpefelloB WM, ecnu |
UHIMBHOYAJIbHAsd Macca OTKJIOHAETCs 3a
npenenst 75 % - 125 % ot cpeaHei Macchl.

9 |Microbiological purity* / Mukpo6uonornueckast 4acrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1nee gucno He 6onee 1000 KOE/r
a3po6HBIX MUKPOOPTaHH3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6mee yncno He Gonee 100 KOE/r
JIPOAOKEBBIX  MIIECHEBBIX

rpuboB

¢) Escherichia Coli Not Applicable Shell be absentin 1 g/

OtcyrctBue B 1 1

Remarks : The Product confirms to ND/
IMpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmogenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Tponykr: lleTprH, TabneTkH, MOKPLITHIE MTEHOYHOM o6omoukoi, 10 mr

Batch No / : B2403609 Batch Quantity / : 955KG/
Cepust No O6beM cepuu 955 KT
Analytical Report No / 2002FP24002745 Date of Analysis / 11-11-2024
AHanuTtndeckuii ot4eT Ne Jlara aHanuza

Date of Manufacture / 10/2024 Date of Expiry / 09/2027
Hara npousBojcTea Tonen go

Analysis performed according ND / Ananus nposenen mo HI: TTN013283/01-130723

10

Packaging / Ynakoska

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 TabneToK B
MMBX/TIBAX//antoMUHHEBOM
omuctepe. ITo 2 6rmuctepa BMecTe ¢
HHCTpYKIIHEM 10  NPUMEHEHMIO
YNakoBaHb! B NaYKy KAPTOHHY1O.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Tlo 10 Tabnerok B
[BX/TIBAX//amommHneBoM 6nuctepe. Ilo
2 unu 3 6nrcTepa BMECTe ¢ HHCTpYKUME# no
TMPUMEHEHHIO  YINAaKoBaHBI B Mauky
KapTOHHYIO.

11

Labeling / MapkupoBka

According to ND / B cooteercteuu ¢ HJ]

12

Storage conditions /
Xpanenue

At temperature below 25 °C. / [Ipu Temneparype He Bbiie 25 °C.

13

Shelf life / Cpok roanocTu

3 years / 3 roma

Uncontrolled Copy

*Test is performed periodically with the interval of I from 20 batches, or at least once a year. The test can
be absent in the Certificate of Analysis / IIpogodumcs npoussodumenem npu 6bINyCKe NEPUOOUYECKU.: 0N
kaoicooi 20-0t cepuu 1w ne menee 1 pasa e 200. lloxazamens modcem Gvimb He exmiover 6 Cepmughuxam

ananuza Qupmel.

Remarks : The Product confirms to ND/
IIpameuanne: [TpoaykT cooTeTcTBYET TpeboBanusM HJJ

Conclusion : APPROVED /
Jaxmoaenune: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri
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Printed Date & Time (IST):
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s ":‘
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