UHILUTILUNEU WUpPY

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[Mpoaykr: Llerpmi, TabaeTiki, NOKPHITHIE INIEHOYHOH 000104k, 10 Mr

Ananurudeckuii otueT No

Jara apanuza

Batch No / : B2303793 Batch Quantity / : 955.000 KG /
Cepus Ne 06beM cepun 955,000 KI"
Analytical Report No / 2002FP23002678 Date of Analysis / : 18-11-2023

Date of Manufacture /
Jara npouseoacTsa

Tosen 1o

¢ 11/2023 Date of Expiry / ¢ 10/2026

TTNO013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposeaen no HI: 1 N013283/01 dt 13.07.2023 /

ﬁ‘ﬁz Test / Iloxazatenanb

Result / PesynbTaTs!

Specification / Hopma

1 | Description / Onucanne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyripie KBOSKOBBIITYKJIBIE
TabJETKH, NOKPHITHIC TUNICHOYHOM
000104 KOM OEJIOTo 1BETA, ¢ PUCKOH
Ha OIHOMH cTopone. Ha monepeunom
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. / Kpyrmele aBoskoBBIyKbIE
TaOJICTKH, TIOKPBITHIE IVICHOYHOH
000I0UKOM GENoro MIM mourH OeIoro
LBETa, C PHUCKOH Ha OgHOW cropone. Ha
MONEPEYHOM paspese fApO OT Oenoro Ao
noyTH OEJIOro IBETA.

Remarks : The Product confirms to ND/
IIpumeyanue: IlpoayxT coorBercTBYET TpeOoBanmsIM HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

WI-GLOB-QA-0669-1.0

L WLERPIN Y  SE E I PoX AN A4 ANAA AN AN AN



UTHILUTILTONIEU wOpY

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A
Product : Cetrine film-coated tablets 10 mg
| Mpoaykr: Llerpun, TabneTki, noKpeITEE IIeHOUHOH 0bonoukoii, 10 Mr
Batch No / : B2303793 Batch Quantity / 1 955.000 KG /
| Cepust Ne O6bem cepun 955,000 KI"
Analytical Report No / 2002FP23002678 Date of Analysis / 18-11-2023
Amnanurnyeckui otaeT Ne Jara ananuza
Date of Manufacture / . 1172023 Date of Expiry / 10/2026
Hara npoussBoacTea 'opeH 10

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananus nposeaer no HII: ITTN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / [logimmanocre. Ierupusun

1. HPLC/B3XX

Complies as prescribed /
CooTtBeTcTBYET TpeOOBAHMAM

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 ynepxusanus
OCHOBHOTO IIMKA HA  XPOMAaTOrpamMe
HCTIBITYEMOTO pacTBOopa JOJDKHO
COOTBETCTBOBATh BPEMEHH YACPIKHUBAHHUS
OCHOBHOTO IMKA HAa  XpOMAarorpaMme
pacrBopa CTaHJAPTHOTO obpasua
LCTHPHU3HHA THIPOXJIOpUAA (pazmen
«KomuuecTBEHHOE OTIPEACIICHUEY ).

2. UV spectrophotometry /
Y ®-cnexrpodoromeTpus

Complies as prescribed /
CoorBeTcTBYCT TpeOOBAHHIM

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®-cnextps
[OTJIOLICHHUST HCIIBITYEMOIO  pacTeopa H
pacrBopa CTaHJAPTHOTO obpasua
LCTHPH3HHA THAPOXJIOPUAA B O0NACTH OT
200 mo 400 HM DODKHBI UMETh MAKCHMYMBI
TIOTJIOIICHUS TPU OJHOH U TOM XKE JIJIUHE
BOJIHBI C JOMYCTHMBIM OTKJIOHCHHEM =+ 2
HM.

3 | Water / Boxa

3.4% wiw / 3,4%

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

4 | Uniformity of dosage units /
OaHopoaHoCcTh
J03HUPOBAHHS

3.1/3,1

Acceptance value (AV) should be not more
than 15.0 / Tlokazarens mPHEMIIEMOCTH
(AV) nomxen ObiTh He 6oaee 15,0.

Remarks : The Product confirms to ND/

Ipumeuanne: Ilponykr coorsercTByeT Tpedopanmsim HIL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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UHCUItuiieu wupy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

"Product : Cetrine film-coated tablets 10 mg

Ipoayxr: Lerpun, TabaeTki, MOKPbITHIC IICHOUHON 060/104K0i, 10 Mr

Batch No / : B2303793 Batch Quantity / ¢ 955.000 KG/
Cepust Ne O6veM cepun 955,000 KI"
Analytical Report No / 2002FP23002678 Date of Analysis / 18-11-2023
Ananurugeckui otueT Ne Jlara ananuza

Date of Manufacture / : 11/2023 Date of Expiry / 10/2026
Jlara npou3BoOACTBA l'oaen a0

ITN013283/01 or 13.07.2023

Analysis performed according ND / Ananus nposeaes o HJI; [IN013283/01 dt 13.07.2023 /

S | Dissolution / PacrBopenne

Unit-1/ Ta6m.-1 100%
Unit-2 / Tabn.-2 98%
Unit-3 / Tabn.-3 100%
Unit-4 / Tabn.-4 100%
Unit-5 / Tabn.-5 99%
Unit-6 / Tabn.-6 99%

Not less than 80% (Q) of the labeled amount
of C21H25C]N203'2HC1 (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHAIBHOTO COICPIKAHUS
C,1H,5CIN,O5-2HCI (ueTupuzuHa
puruapoxiopun) depe3 30 Mun.

6 [Related Impurities by HPLC/
PoacTBennbie npuMecH

CymMa npumecei

Impurity A / TIpumecs A Not detected / He oOHapycHa Not more than 0.2 % / He 6onee 0,2 %
Impurity B / TIpumecs B 0.01%/0,01% Not more than 0.2 % / He Gonee 0,2 %
Impurity C/ Ilpumecs C Not detected / He oOHapysxeHa Not more than 0.2 % / He 6omnee 0,2 %
Impurity D / ITpumecs D Not detected / ne obnapyxena Not more than 0.2 % / He Gonee 0,2 %
Impurity E / ITpumecs E 0.04% /0,04% Not more than 0.2 % / He 6omee 0,2 %
Impurity F / TIpumecs F Not detected / He obnapyxena Not more than 0.2 % / He 6onee 0,2 %
Any individual unidentified Not more than 0.2 % / He 6osee 0,2 %
impurity / JiioGast eauumnas | 0.08% / 0,08%

HCHACHTH(DHUIMPOBAHHAA

NPUMECH

Total impurities / 0.2%/0,2% Not more than 2.0 % / He 6omnce 2,0 %

7 | Assay / KosiuuecTBeHHOE
onpejeaeHHe

10.02 mg/ 10,02 mr
100.2% / 100,2%

Not less than 9.0 mg and not more than 11.0
mg C,1H,5CIN,O5-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C2]H25C1N203'2HC1 (L[eTHpI/ISPIHa
puruapoxnopua) B tabnetke (ot 90 % mo
110 % OT HOMHHAJIBHOTO COACPKAHIS).

Remarks : The Product confirms to ND/

IIpumeuanne: Ilponykr coorBeTcTBYET TpeboBanusM HI

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO

WI-GLOB-QA-0669-1.0

Page 3 of 6
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uvlivulituunieu wvoupy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Mpoavicr: Llerpus, TabACTIN, MOKPHITHIC TUIEHOUHOH 060104K0H, 10 Mr

Batch No / ¢ B2303793 Batch Quantity / © 955.000 KG/
Cepust Ne O6bem cepitit 955,000 KI'
Analytical Report No / 2002FP23002678 Date of Analysis / 18-11-2023
Ananutraeckuii orueT Ne Jara ananusa
Date of Manufacture / : 11/2023 Date of Expiry / 10/2026

| Hara npoussoacTsa [oaeH g0

Analysis performed according ND / Ananu3s nposeaen no H/T: T1N013283/01 dt 13.07.2023 /
ITNO013283/01 ot 13.07.2023

8

Subdivision of tablets /
OaHOpPOAHOCTL MACC TIPH
JeJICHHH Ta0J1eToK

Complies as prescribed /
CootBeTcTBYET TPEOOBAHMAM

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. /
TabneTku COOTBETCTBYIOT —TpeGOBAHMAM,
ecmi He Oomee | exmnumuHag Macca
oTkyoHsIeTCs 3a npeaensl 85 % - 115 % or
CcpenHeH MacChl. Tabnetku HE
COOTBETCTBYIOT TpeOOBaHHsM, eciu Oonee
yeM | MHAMBHAYaANbHAS MACca OTKIOHIETCS
OT OJTHX NPEeACIOB Wi, ecau |
UHIMBHAYaJIbHASI Macca OTKJIOHACTCS 3a
npeaenst 75 % - 125 % ot cpeaneit maccsl.

Microbiological purity* / Mukpo0uosiorudeckast 4ucTora*

a) Total Aerobic Microbial
Count / Ob1ee uucio
a’pOOHBIX MHKPOOPraHU3MOB

Not Applicable

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O6ee yrcio
OPONOKEBBIX M IUICCHEBBIX
rpuboB

Not Applicable

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

¢) Escherichia Coli

Not Applicable

Shell be absent in 1 g /
OtcyretBue B I 1

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoayvkr coorseTcTBYET TpeOOoBanmsM HJT

Conclusion : APPROVED /
3akmaouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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UIICULIUUIIEU LUPY

CERTIFICATE OF ANALYSIS

CEPTU®PUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Mpoavier: Llerpun, TabneTky, NOKPbITEC IICHOYHOH 0007104 K0#, 10 Mr

Batch No / : B2303793 Batch Quantity / ¢ 955.000 KG /
| Cepus Ne O6bcM cepun 955,000 KI'

Analytical Report No / 2002FP23002678 Date of Analysis / 18-11-2023

Ananntraeckuii otueT Ne Mara ananmuza

Date of Manufacture / 0 1172023 Date of Expiry / 10/2026

Jara npoussoacTea l'ogen oo

Analysis performed according ND / Ananus nposeaen no HJ; TTN013283/01 dt 13.07.2023 /
IIN013283/01 o1 13.07.2023

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2  blisters and patient
information leaflet in a carton. / ITo
10 TabIeTOK B
[NBX/MNBAX//anroMuHHEBOM
bmucrepe. Ilo 2 Gmucrepa BMecTe C
HHCTPYKIMEH 1O  MPHMEHCHUIO
YIaKOBaIILl B MAYKY KapTOIIIYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
[BX/TIBJIX//amomunneBom 6nuctepe. Ilo
2 nnu 3 6aMCTEpa BMECTE C HHCTPYKLHEH 110
OPUMCHCHHIO ~ YNakOBAaHBI B MAYKy
KapTOHHYO.

11 | Labeling / Mapiuposka According to ND / B coorsercrsun ¢ HIL

12 [ Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Bbime 25 °C,
XpaHeHHe

13 | Shelf life / Cpox roanocTu 3 years / 3 roxa

*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 / [Iposooumcs npou3seooumenem npu 8binycke NEPUOOUYECKU. Oisl
Kkadicooil 20-oi cepuu unu He meree 1 pasa ¢ 200. [loxazamenv mosem 6oimnv He sxniover 6 Cepmuguram

AHaRU3a Qupmbi.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt coorseTcTBYET TPeOOBanmsM HJL

Conclusion : APPROVED /
3akarwuenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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UIHLULILUIIEU LUPY

ELECTRONIC SIGNATURES

.DI'.Reddy’s q.':..

Title

B2303793

Document No.
- Version

QUA-FTO02-2770
- 1.0, CURRENT

Approved Date

18-Nov-2023

Prepared By P00021162

~User Name

Latha Dasi

18/11/2023

eov L

15:49:46
Reviewed And P00034556 V Krishna Nimmakayala]  18/11/2023
Approved By 20:56:13
Approved By QA P00039909 Prashanth Voladri 18/11/2023
22:04:32
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