Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg - |
| Tposyrr: Herpun, rabnerii, DOKPsITHE nieHouHok obonovkoii, 10 mr

Batch No/ B2303943 Batch Quantity / : 955.000 KG/
| Cepus Ne O6beM cepun 955,000 KI'

Analytical Report No / 2002FP23002787 Date of Analysis / 05-12-2023

AHanuTtndeckuii otuet Ne Jara aHanuza

Date of Manufacture / 11/2023 Date of Expiry / 10/2026
| Jlata npousBoacTEa lonen o

1T N013283/01 ot 13.07.2023

Analysis performed according ND / Aranns nposezmen mo HJI: TI N013283/01 dt 13.07.2023 /

Ne Test / IlokazarTenn

Result / PezynbTaThi

Specification / Hopma

1 | Description / Onucanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrisie TBOSKOBBITYKITbIE
TabNeTKH, TOKPBIThIE TUICHOYHOH
oGonouxoii 6enoro 1BeTa, ¢ pUCKoi
Ha oftHo# cTopoHe. Ha momnepedHom
paspese sapo Genoro 1pera.

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. / Kpyrisle JIBOSKOBBITYKIIbIE
TabJIeTKH, TIOKPBITHIE TJICHOYHOI
obonoukoif Oenoro unM NMoyTH 6Henoro
BeTa, C PUCKOW Wa omHOW cropoHe. Ha
NoMepetuHoM paspese Sapo OT 6enoro Ao
MoyTH GeJIoro 1BeTa.

Remarks : The Product confirms to ND/

Ipumeuanmne: TTpomyxT cootBeTcTBYET TpeboBaHuam HIT

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJTU3IA

“Product : Cetrine film-coated tablets 10 mg

Hpouyxr: Lletpnin, Tabieri, NoKPLITbIE IIERouHOH 006010k Ui, 10 mr

Batch No / B2303943 Batch Quantity / : 955.000 KG/
| Cepnst Neo | O6beM cepun 955,000 KT"
Analytical Report No / 2002EP23002787 Date of Analysis / 05-12-2023
Ananurudeckuii otTuet No Jlata ananusa
Date of Manufacture / 1172023 Date of Expiry / 10/2026
Jara npon3BojCTBa Tonen no

Analysis performed according ND / Awayuz mposenen o HJT: TIN013283/01 dt 13.07.2023 /

[1N013283/01 o1 13.07.2023

2 | Identification. Cetirizine / [Togaununocts. [leTupusun

1. HPLC/BBXX

CoOTBETCTBYET TPeOGOBAHUAM

Complies as prescribed /

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"). / BpeMa ypepxuaHus
OCHOBHOTO TWKa Ha  XpOMarorpamme
HCITLITYEMOTO pacTBopa TOJDKHO
COOTBETCTBOBATh BPEMEHH  yJAEpPKNBAHUS
OCHOBHOTO TIMKa Ha  XpoMarorpamme
pactBopa CTAQHTAPTHOTO obpazua
LeTHpH3NHA rupoxsuopuna (pazmen
«KomuecTBeHHOE OTIpeNieieHue ).

2. UV spectrophotometry /
Yd-criektpodoromerpust

CooTBeTcTBYET TpeOOBAHUIM

Complies as prescribed /

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®-cnekTpsl
TIOTJIOLIEHNA  WCTIBITYEMOTO  pacTBopa W
pactBopa CTAHIapPTHOTO obpasua
HEeTUPU3UHA TUApOXJIOpUaa B o6JacTd oOT
200 mo 400 HM TOMKHBI UMETH MaKCUMYMBI
MOTIOUIEHUST TIPY OJHOW W TOW JX€ HJINHE
BOJIHLI C JOMYCTUMBIM OTKJIOHEHMeM + 2
HM.

3 | Water / Boaa 4.2% wiw 1 4,2% Not more than 8.0 % / He 6onee 8,0 %

4 | Uniformity of dosage units / 34/3,4 Acceptance value (AV) should be not more
Oanopoanocts than 15.0 / TlokazaTenb NpPUEMIIEMOCTH
J03UPOBAHRSA (AV) nomxeHn O8ITs He Gomee 15,0.

Remarks : The Product confirms to ND/

Mpumeuanue: [TpoaykT cooTreTeTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3axkmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 2 of6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
[Mpouyxr: Lletpun, Tabnericn, NOKPLITHIL MICHOUHOH 000104 KOf, 10 Mr

. 955.000 KG/

Batch No / B2303943 Batch Quantity /

Cepus Ne Obbem cepunt 955,000 KI'
Analytical Reporl No / 2002FP23002787 Date of Aualysis / 05-12-2023
Ananurnuecknii otuet Ne JlaTa ananmsa

Date of Manufacture / 11/2023 Date of Expiry / 10/2026
Jlara npon3BojACTRa I"onen mo

Analysis performed according ND / Ananwns nposenen o HII: TTN013283/01 dt 13.07.2023 /
ITN013283/01 ot 13.07.2023

onmpeaejieHne

100.3% / 100,3%

5 | Dissolution / PacTreopenue Unit-1/ Ta6n.-1 98% Not less than 80% (Q) of the labeled amount
— B o of C, H,sCIN,0O;-2HC1 (cetirizine
Umie2 SRaonr? 96% | dihydrochloride) after 30 min. / He weree
Unit-3 / Ta6n.-3 99% 80 % (Q) oT HOMMHATILHOTO CofiepKAHMs
" C2|H25C1N203'2HC1 (ueTMpuana
inif-./ i< i auruapoxsopw) yepes 30 MuH,
Unit-5 / Tab6m.-5 99%
Unit-6 / Tabn.-6 99%
6 [Related Impurities by HPLC/
PopacTBeHHbIE TpUMecH
Impurity A / ITpumecs A Not detected / He 0OHapyskeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / TIpumecs B Less than LOQ (LOQ = 0.010%) / Not more than 0.2 % / He 6onee 0,2 %
= Hwxe npenena konmuyecTBEHHOTO = = =
Impurity C / TIpumecs C onpenenerms (TIKO = 0,010%) Not more than 0.2 % / He 6onee 0,2 %
Impurity D / Tlpumecs D Not detected / we oGHapyxeHa Not more than 0.2 % / He 6onee 0,2 %
Impurity E / ITpumecs E Not detected / He o6Hapysena Not more than 0.2 % / He 6onee 0,2 %
Impurity F / TTpumecs F Less than Limit of Detection (LOD = [ Not more than 0.2 % / He 6oniee 0,2 %
— e 0.008%) / Huxe npenena - =
Any '1nd1v1dual unidentified o6Hapyxerus (TTO = 0,008%) Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas epuHWgHas
HenpeHTnhULNpOBaHHas Less than Limit of Detection (LOD
pUMech :0015%) / Huxe Tipeneia
o6Hapyxerns (ITO = 0,015%)
0.08% / 0,08%
Total impurities / 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %
Cymma npuMeceit
7 | Assay / KonnuecTBennoe 10.03 mg / 10,03 mr Not less than 9.0 mg and not more than 11.0

mg C5;H,5sCIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 Mr no 11,0 mr
C, H,5CIN,05-2HC1 (meTnpusnHa
puruapoxiopna) B tadbnerke (ot 90 % mo
110 % oT HOMMHANILHOTO CONEPIKAHNA).

Remarks : The Product confirms to ND/
Tlpumeuanumne: TTpoaykT cooTBeTCTBYET TpeOoBanmsam HJL

Conclusion : APPROVED /
3akmouenue: OJIOGPEHO

WI-GLOB-QA-0669-1.0

Page 3 of 6




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

[ Product : Cetrine film-coated tablets 10 mg

{ponyxr: Llerpun, Tabneriu, nokpuIThie mieHouHoi obonoukoii, 10 mr

Batch No/ B2303943 Batch Quantity / © 955.000 KG/
Cepua Ne O61BeM cepun 955,000KI"
Analytical Report No / 2002FP23002787 Date of Analysis / 05-12-2023
AnanuTuuecknit otueT Ne JlaTa aHanuza

Date of Manufacture / 11/2023 Date of Expiry / 10/2026

Jlara mpoun3BojCcTBA I"onien o

ITN013283/01 ot 13.07.2023

Analysis performed according ND / Awanus nposenen mo HJI: TTN013283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
OanopoanocTh Mace NpH
JaeJieHun TabdieTox

Complies as prescribed /
CooTBeTCTBYET TPeOOBAHUAM

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 TpebOBaAHUAM,
ecni  He Oosee 1 enWHWumWas wmacca
oTKJIoHseTes 3a npenenst 85 % - 115 % or
cpenHeit Macchl. Tabnetkn He
COOTBETCTBYIOT TpeOOBaHWSIM, eciu Gojtee
yem 1 RHAMBUTyaJbHAS Macca OTKIOHSETCH
OT 9THX TIpemeioB  WiH, ecnu |
WHOWBWIyaldbHAasi Macca OTKJIOHSeTcs 3a
npenens 75 % - 125 % ot cpenneii Maccht.

9 |Microbiological purity* / Mukpoouosoruyeckast YucTora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6Luee yucno He 6onee 1000 KOE/r
a3pOOHBIX MIKPOOPTaHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61ee unciio He 6onee 100 KOE/r
TPOMCOKEBEIX U NIIECHEBBIX

rpubos

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

OrcytcTBHE B 1 T

Remarks : The Product confirms to ND/

TMpumeyanne: TTpoaykT cooTBeTCTRYET Tpeboranuam HJL

Conclusion : APPROVED /
3axmouenue: OJIOGPEHO

WI-GLOB-QA-0669-1.0

Page 4 of 6



CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product ; Cetrine film-coated tablets 10 mg
TMpouycr: Llerpun, Tabnerku, NOKPLIrbie nneHo ol obonoukoit, 10 mr

Batch No / B2303943 Batch Quantity / : 955.000 KG/
| Cepust Ne - O61beM cepunt 955,000 KI'
Analytical Report No / 2002FP23002787 Date of Analysis / 05-12-2023
Ananuruieckuil otuer Ne Jara ananuza
Date of Manufacture / 11/2023 Date of Expiry / 10/2026
| Jlara npou3BoacTsa T"onen o

Analysis performed according ND / Ananms nposenen o HJ: TT N013283/01 dt 13.07.2023 /
I1N013283/01 ot 13.07.2023

10 tablets in PVC/PVDC//aluminum

10 tablets in PVC/PVDC//aluminum blister.

Uncontrolled Copy

10 | Packaging / Ynakoska
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / ITo |in a carton. / Tlo 10 Tabnerok B
10 Tabnerok B | [IBX/TIBJIX//amomuaneBom Gnucrepe. Ilo
MBX/TIB/J1X//antoMuH1EBOM 2w 3 Gincrepa BMECTE C HHCTPYKLMEN 110
6mucrepe. Tlo 3 Giicrepa BMECTE C | MPUMEHEHWIO  YTAaKOBaHbl B TavKy
WHCTPYKIIMEH 1O  TNPUMEHEHHUIO | KapTOHHYIO.
yIHaKoBaHbl B NaYKy KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorsetcteun ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / Ilpu TemuepaType He Boime 25 °C,

Xpanenue
13 | Shelf life / Cpok roanocTn 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 / Hpoeodumcst npousgooumenemM npu 8ulNycke nepuoouyecK. ons
kaoicoou 20-oii cepuu wiu ne menee 1 pasza ¢ 200. Hokazamenv modcem buime ne grmover 8 Cepmugpuxam

ananuza Qupmol.

Remarks : The Product confirms to ND/
TTpumeuanue: IlpoayxT cooTBeTCcTBYET TpeboranmaM HJ

Conclusion : APPROVED /
3akmouesne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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Uncontrolled Copy

ELECTRONIC SIGNATURES

Dr.Reddy’s ":"

Title

B2303943

Document No.
- Version

QUA-FT02-2828
- 1.0, CURRENT

Approved Date

05-Dec-2023

Latha Dasi

05/12/2023

Prepared By P00021162
17:39:58
Reviewed And P00043828 A Susmitha 05/12/2023
Approved By 17:48:30
Approved By QA P00050127 Ajay Kumar..... 05/12/2023
19:14:19

Page

6

of 6




