UHLuInItnvieu wupy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A
Product : Cetrine film-coated tablets 10 mg
| [Tpoaykr: Llerpuu. rabierku, HOKpLiThie nieHouHoi obonoukoi, 10 mr
Batch No / B2303596 Batch Quantity / : 955.000 KG/
Cepus Ne O6beM cepHH 955,000 KI"
Analytical Report No / . 2002FP23002556 Date of Analysis / . 06-11-2023
AHaiurnyeckuii otuet No Jlara aHaimza
Date of Manufacture / 10/2023 Date of Expiry / i 092026
| Jara npoussoicrsa [onen o

Analysis performed according ND / Ananms nposezied no HJI: TTN013283/01 dt 13.07.2023 /
M N013283/01 ot 13.07.2023

Ne

Test / IlokazaTein

Result / Pe3yabTaTst

Specification / Hopma

1

Description / Onucanmne

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrable IBOSKOBBITTYKJIbi€
TabJIETKH, MOKPBITHIE MUTEHOYHOH
obonoukoii 6esoro LpeTa, ¢ pucKoi
Ha oHo¥ ctopoHe. Ha ronepeuHom
paszpeze sapo Gemoro mpera.

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. / Kpyribie  NBOSKOBBITTyKble
TabseTku, NOKPBITEIE TTEHOYHOM
obonoukoii Genoro waM  noutu 6Genoro
LBETa, C PHUCKOW Ha oaHoW cropone. Ha
nonepevHoM paspese apo ot Gesoro o0
noyTHy 0€es10ro LBeTAa.

Remarks : The Product confirms to ND/
IIpumeuanue: [IpogykT cooTBeTcTBYET TpeboBanusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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vlivuiitviicu wupy

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg

Tlpoaykr: LieTpuH, Tabaerku, NoKpbIThie NaeHouHol obonoukon. 10 mr
Batch No / B2303596 Batch Quantity / © 955.000 KG /
Cepun Ne O0Bem cepnu 955,000 KI"
Analytical Report No / : 2002FP23002556 Date of Analysis / 06-11-2023
AHanutuueckuil otyer Ne Jlata aHanu3a
Date of Manufacture / 10/2023 Date of Expiry / 09/2026
JlaTa npou3BOACTBA [open 1o

[1N013283/01 or 13.07.2023

Analysis performed according ND / Anayms nposeaet no HJ[: 1 N013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / Tlogmuunocts. Hernpusun

1. HPLC/B2XX

Complies as prescribed /
CootsercTByer TpeboBaHUAM

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 ynepxusauus
OCHOBHOrO  TIMKAa HA  XpOMaTorpamme
MCMBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBATb BPEMEHM  Yy/EPKUBAHUA
OCHOBHOr0 TMKa HAa  XpomaTorpamme
pacTBOpa CTAaHIAPTHOT'O obpasia
LeTHpU3HHA ruapoxJiopuaa (pasnen
«KonuyecTBennoe onpeneneHuey).

2. UV spectrophotometry /
Yd-cnexrpodoToMeTpus

Complies as prescribed /
CootBercTByeT TpeboBaHUAM

The UV-spectrum of the test solution and
the Cetinizine 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
NOIJIOWIEHHUA UCMBITYEMOro pacTBopa M
pacTBopa CTAHIAPTHOrO obOpasia
1ETUPU3UHA TUAPOXJopYAa B 06NacTu oOr
200 o0 400 HM HOIDKHBI UMETb MAKCUMYMBI
MOrJIoIeHUs. TpY OJHOM M TOU ke IiuHe
BOJIHBI C JOIYCTUMBIM OTKIIOHEHHeM =+ 2
HM.

3 | Water / Boaa

33%wiw/3,3%

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

4 | Uniformity of dosage units /
OanopoanoCTh
A03HPOBAHNA

27127

Acceptance value (AV) should be not more
than 15.0 / [lokasatens mpUEMIEMOCTH
(AV) nomken ObiTh He Gosiee 15,0,

Remarks : The Product confirms to ND/

Hpumeuanue: IIpoaykT cooTBeTcTBYET TpeboBaHmsM HJI

Conclusion : APPROVED /
3axkmouenre: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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vliculidulncu wupy

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
[poayxr: Lierpun, Tabneriy, 1OKpbIThIE N1€HOUYHOH 060/104KOH, 10 M

Batch No / B2303596 Batch Quantity / : 955.000 KG /
Cepus No O6mpeM cepun 955,000 KI'
Analytical Report No / © 2002FP23002556 Date of Analysis / 06-11-2023
Adanurrueckuil oryeT No JlaTa aHanuza

Date of Manufacture / 10/2023 Date of Expiry / 09/2026
Jara npousBoncTea lomeH mo

Analysis performed according ND / Ananus nposenex no HJI: 11 N013283/01 dt 13.07.2023 /
| TTN013283/01 or 13.07.2023

onpejeieHue

99.7% 1 99,7%

5 | Dissolution / PacTrBopenue Unit-1/Tabn.-1 101% Not less than 80% (Q) of the labeled amount
. S of  CyHysCIN,O3-2HCI (cetirizine
Unit-2/ Tabs.-2 102% | gihydrochloride) after 30 min, / He metee
Unit-3 / Tabn.-3 99% 80 % (Q) OoT HOMMHANBHOrO COAEpPIKAHMA
= C,1Hy5CIN,O5- 2HCI (ueTnpunzuHa
Unit-4 / Tabn-4 100% AUrnapoxJopua) uepes 30 MuH.
Unit-5 / Tabn.-5 102%
Unit-6 / Taba.-6 100%
6 [Related Impurities by HPLC/ -
PoacraenHble mpaMecu
Impurity A / [Tpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6osee 0,2 %
: 0.005%) / Huxe npenena 5 =
Impurity B / [1pumecn B oBHapyenus (IO = 0,005%) Not more than 0.2 % / He 6osnee 0,2 %
Impurity C / ITpumecs C 0.02% / 0.02% Not more than 0.2 % / He Gonee 0,2 %
Impurity D / [1pumecs D Not detected / se oBHapyKena Not more than 0.2 % / He 6onee 0,2 %
Impurity E / Ilpumecs E Not detected / ne o6Hapyskena Not more than 0.2 % / He 6osnee 0,2 %
Impurity F / [pumecs F 0.05% /0.05% Not more than 0.2 % / He 6osnee 0,2 %
Any individual unidentified | Not detected / ne oBHapysKeHa Not more than 0.2 % / He 6outee 0,2 %
impurity / Jliobaa eauHuuHas
HeuIeHTHQUIMPOBaHHAS 0.08%/0,08%
MPUMEChH
Total impurities / 0.3%7/0,3% Not more than 2.0 % / He 6onee 2,0 %
Cymma npumeceit
7 | Assay / KonnuecrBeHHOe 997 mg /9,97 mr Not less than 9.0 mg and not more than 11.0

mg C21H25C1N203 -2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr mo 11,0 mr
C,1H,5CIN,O5-2HCI (uetupusyHa
jgurwapoxsiopus) B tabnerke (ot 90 % mo
110 % OT HOMUHATILHOIO COAEPIKaAHUS ).

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykT cooTBercTBYeT TpeboBanusimM HJL

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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UHLULINILTVHECU wUpYy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg

ponyxr: Llerpun, Tabiierku, NOKPLITbE UIeHouHoH o6onoukoid, 10 mr

Batch No / B2303596 Batch Quantity / © 955.000 KG /
Cepus Ne Ob1eMm cepiH 955,000 KI"
Analytical Report No / : 2002FP23002556 Date of Analysis / 06-11-2023
AHanuTnyeckuii oryet No Jlara aHasyza

Date of Manufacture / 10/2023 Date of Expiry / 09/2026
Jara npousBoncTea I'ojeH 1o

M N013283/01 or 13.07.2023

Analysis performed according ND / Anayims nposenen no H/1: TIN013283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
OnsopoaHoCTL Mace NpH
JeJIEHUH TA0JIeTOK

Complies as prescribed /
CoorseTcTByeT TpeboBaHUAM

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 —TpeOORAHHAM,
ecim He Oonee 1 eauuMuHas Macca
OoTKJIOHAETCs 3a npenaensl 85 % - 115 % ot
cpenHen MAacchl. Tabnetku HE
COOTBETCTBYIOT TpeOOBaHHWsM, eciu Oonee
yem | MHAMBUIYaTIbHAs Macca OTKIIOHAETCS
OT 3TUX TpefesoB Wiy, ecam 1
MHAMBMAYAJbHAs Macca OTKIOHAETCS 3a
nipenensl 75 % - 125 % or cpenueii Maccnl,

9 |Microbiological purity* / Mukpo6uosioru4eckast 4HcToTa*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Ob1iee uucito He 6omee 1000 KOE/r
a3pOOHBIX MMKPOOPraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6uee yucio He 6omee 100 KOE/r
JIPOOKEBBIX U [TECHEBBIX

rpuboB

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

OrcytcTBue B 1

Remarks : The Product confirms to ND/

IIpumeuanue: Ilponykt cooTBeTcTBYET TpeboBanmsaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

| Hpojyxr: Llerpun, tabierky, NOKpbIThie NaeHouHol o6onoukoii, 10 mr
Batch No / B2303596 Batch Quantity / : 955.000 KG /
Cepnsa Ne O6BeM cepHH 955.000 IKI”
Analytical Report No / : 2002FP23002556 Date of Analysis/ 06-11-2023
AHanuTuyeckui otyer Ne Jlara ananusa
Date of Manufacture / 10/2023 Date of Expiry / 09/2026
Jarta npouzBonacTBa Tonen 1o

Analysis performed according ND / Anwanuz nporesien no HJT: TIN013283/01 dt 13.07.2023 /
[1NO013283/01 or 13.07.2023

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / Ilo
10 TabJs1eToK B
[IBX/NBX//amroMmuHrEBOM
6aucrepe. 1o 2 Gaucrepa BMecTe ¢
UHCTpYKUMEHd 10  [PUMEHEHMIO
yTaKOBaHBI B IaYKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnerox B
IMBX/IIBJIX//aniomunnesom Gamcrepe. Ilo
2 wim 3 GiMcTepa BMECTE C MHCTPYKUMEH 110
NPUMEHEHUIO  YTMAaKOBAHBI B Nau4Ky
KapTOHHYIO.

11 | Labeling / MapkupoBka According to ND / B coorsercteun ¢ H/J

12 | Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Boie 25 °C.
XpaHeHue

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 / IIpogooumcs npousgooumenem npu uinycke NEPUOOUYECKU. Ol
kaxcoou 20-oti cepuu unu ne menee 1 paza 6 200. [loxazamens moscem Ovims ne exnover 6 Cepmughuxam

anau3a Gupmol.

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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ELECTRONIC SIGNATURES

Dr.Reddy’s €i¢

Title

B2303596

Document No.
- Version

QUA-FT02-2726
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Approved Date
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Approved By 11:31:38
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