Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®MKAT AHAJIH3A

Product : Cetrine film-coated tablets 10 mg

Opoaykr: LleTpnH, Tabaerin, NOKPhITHIC niieyouHok obonoukoi, 10 mr

Baich No / B2400015 Batch Quantity / : 955.000 KG/

Cepus Ne Ob6beM cepuu 955,000 KI'

Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024 o
AnanuTrHueckuii ordeT Ne Jata aHanu3za

Date of Manufacture / 12/2023 Date of Expiry / 11/2026

Jara nponszsoucTea T'oaex no

II1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananns nposeacn no 1T771: TTN013283/01 dt 13.07.2023 /

Ne Test / Ilokaszarean

Result / PesynuraTsi

Specification / Hopma

1 | Description / Onncanune

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriisie JBOSKOBBIIYKIILIE
TabJIeTKH, [IOKPBITBIE TIIEHOTHOH
o6oJi04Koi 6enoro upera, ¢ pUCKo#
Ha 0HOWH cTopoHe. Ha nonepeuHom
paspese aapo Genoro LpeTa.

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. / Kpyriible IOBOSKOBEIIYKIIbIE
TabJIeTKY, TOKPBITHIE [UIEHOYHOM
obonoukoh ©Oenoro unu  nouru Genoro
ugera, ¢ puUckod H4a oaHol cropoue. Ha
MOMEPEUHOM paspese sApo ot Genoro s10
nouTu 6es0ro 1BeTA.

Remarks : The Product confirms to ND/

IIpumeuanue: [Iponykr coorBeTcTByeT TpeboBanusam HJL

Conclusion : APPROVED /
3axmioyenue: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg

MposyxT: Llerpun, Tabaerku, OKpPhiThie nicHouHokH obonoukoi, 10 mr

Batch No / B2400015 Batch Quantity / . 955.000 KG /

Cepusn Ne - O6bem cepur 955,000 KI'

Analytical Report No / - 2002FP24000024 Date of Analysis / 10-01-2024 -
Ananutrdeckuii orgeT Ne JlaTa anaamu3a

Date of Manufacture / 12/2023 Date of Expiry / 11/2026

ara npoussoacTBa T'onex no

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Anann3 nposeacn no FJI: TTN013283/01 dt 13.07.2023 /

2 | Identification. Cetirizine / llogamanocrs., IeTupusuu

1. HPLC/B2XX

Complies as prescribed /
CoorsercrayeT TpeGOBAHUAM

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"). / Bpemst ynepxuBanus
OCHOBHOrO MHUKa HA  XpoMarorpamme
MCIBITYEMOTO pacTBOpa JOJIKHO
COOTBETCTBOBATh BPEMEHH  yIep)KUBaHH
OCHOBHOTO MNHKAa Ha  XpoMaTorpaMme
pacteopa CTaHAAPTHOrO obpasua
LETHPHU3NHA TMApOXJI0pUAa (paznen
«KomuaecTBeHHOE OIIpeeICHHEY ).

2. UV spectrophotometry /
YD-cnekrpodoToMeTpust

Complies as prescribed /
C OOTBETCTBYET TP e00BaHIIM

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 42 nm. / VY®-cnekrpsl
MOTTIOINEHN. HMCIBITYEMOTO  pacTBOpa H
pacTBopa CTaHAAPTHOIO obpasna
LETHUPU3UHA THOPOXJOpHAa B 007acTéd OT
200 no 400 HM AOKHBI UMETb MAKCUMYMbI
NOrJIOWEHUs. MPU OJHOW M TOH € JUIHHE
BOJIHBI C IOMYCTHMBIM OTKJIOHEHHEM =+ 2
HM.

3 | Water / Boaa

2.9% wiw /2,9%

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

4 | Uniformity of dosage units /
OanopoaHocTh
JAO3HPOBAHUA

47/4,7

Acceptance value (AV) should be not more
than 15.0 / [Ilokasarenp IpPUEMIEMOCTH
(AV) nomxken 65ITE He Gonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanue: [Ipoaykr coorBercTBYeT TpeboBanusaM HJL

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Mponykr: LleTpuH, TabiETKH, NOKPLITHIC MICHOUHOHA obonoukoi, 10 mr

Baich No / B2400015 Batch Quantity / : 955.000 KG/

Cepuis Ne O6bem cepun 955,000 KI'

Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024

Ananurnuecknii otyeT No Jlara aganusa

Date of Manufacture / 12/2023 Datc of Expiry / 11/2026
ara NpoM3BOJCTBA Fopex o

Analysis performed according ND / Ananns nposeaen no HJT: TTN013283/01 dt 13.07.2023 /

T1NO013283/01 or 13.07.2023

S | Dissolution / PacTBopenne

Unit-1/ Tabn.-1 100%
Unit-2 / Taba.-2 102%
Unit-3 / Tabmn.-3 100%
Unit-4 / Tabn.-4 104%
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 102%

Not less than 80% (Q) of the labeled amount
of  CyH,sCIN,05-2HCI (cetirizine
dihydrochloride) after 30 min. / He meHnee
80 % (Q) oT HOMHMHAILHOrO coslEpHKAHMS
C,1Hy5CIN,O3-2HCI (ueTupu3uHa
auruapoxinopun) yepes 30 Mun.

6 |Related Impurities by HPLC/
PoacrBenHble PHMECH

Impurity A / TTpumecs A

Impurity B / Ilpumecs B
Impurity C/ TIpumecs C
Impurity D / TTpumecs D

Impurity E / [1pumecs E

Impurity F / ITpumecs F

Any individual unidentified
impurity / JliobGas enHuuHas
HeMASHTH (UM pOBAHHAS
TIpUMeECH

Not detected / e obHapysxeHa
Not detected / He obHapyKeHa

Less than LOQ (LOQ =0.017%) /
Hwke nipenena KoJHYeCTBEHHOTO
ompenenenuns ([1KO = 0,017%)

Not detected / He oOHapyxeHa
0.04% / 0,04%

Less than Limit of Detection (LOD =
0.015%) / Huxe npenena
o6Hapysxerus (ITO = 0,015%)

0.07%/0,07%

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6osee 0,2 %

Not more than 0.2 % / He Gosiee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Not more than 0.2 % / He 6onee 0,2 %

Total impurities /
CyMmmMa npumecei

0.1%/0,1%

Not more than 2.0 % / He 6onee 2,0 %

7 | Assay / KosuuecrBenHoe
onpegelsicHue

10.00 mg / 10,00 mr
100.0% /100,0%

Not less than 9.0 mg and not more than 11.0
mg C21H25C]N203 -2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr a0 11,0 mr
C21H25C1N203'2HC1 (ueTl/lpMSHHa
jquruapoxjiopun) B Tabnerke (ot 90 % no
110 % oT HOMHHAJIBHOTO COIEPXKAHMA).

Remarks : The Product confirms to ND/
IIpnmeuanue: Ilponykr coorseTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
Hpoaykr: Herput, 1abnerku, 0KphiThie mieno4Hol obonoukod, 10 mr

Batch No / B2400015 Batch Quantity / : 955.000 KG/

Cepus Ne O6bem cepum 955,000 KI'

Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024
| AnanuTudeckui otyer Ne JlaTa aHanu3za

Date of Manufacture / 12/2023 Date of Expiry / 11/2026

Mara npouspoacTea Toneu oo

I1N013283/01 ot 13.07.2023

Analysis performed according ND / Ananns nposeact no HI: TIN013283/01 dt 13.07.2023 /

8 | Subdivision of tablets /
OnnopogHoCTHL Mace MpH
JeJIeHHH Ta0JeTOK

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUIM

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. /
TabneTky COOTBETCTBYIOT —TpeGOBaHUAM,
ecsiv  He OGonee 1 emuMuuuynas macca
oTKIoHsieTes 3a npenensi 85 % - 115 % or
cpenuei MaccChl. Ta0Gnerkn He
COOTBETCTBYIOT TpeOoBaHMsIM, ecau Oosee
yeM 1 MHAMBHAYaANbHAS Macca OTKIIOHAETCS

OrcyrcrByeTB 1 T

OT 3TMX  TMpenefoB Wi, ecau 1
HHOUBUAyanbHas Macca OTKJIOHJAeTCS 3a
mpenensl 75 % - 125 % ot cpenHeit Macchl.
9 [Microbiological purity* / Mukpo6nosornyeckas Y4cToTa®

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g /

Count / O6imiee gucio Menee 10 KOE/r He 6omnee 1000 KOE/r

a’po0HbIX MUKPOOPraHU3MOB

b) Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g /

moulds count / OGuee umcno Menee 10 KOE/r He 6oaee 100 KOE/r

JPOMOKEBBIX W MIECHEBbIX

rpubos

¢) Escherichia Coli Absentin 1 g/ Shell be absentin 1 g/

OtcyrcTBue B 1 r

Remarks : The Product confirms to ND/

Ipnmeuyanne: [IponykT cooTBeTcTBYET TpeboBaHUsM HJL

Conclusion : APPROVED /
3akmovyenue: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Printed Date & Time (IST}):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJINZA

Product : Cetrine film-coated tablets 10 mg
Tpoaykt: TleTpuH, TabIeTKH, NOKPbLITHIC N1IEHOUHOH 060/10uKO#H, 10 Mr

Batch No / B2400015 Batch Quantity / : 955.000 KG/
Cepus Ne O6mbem cepum 953.000 KI'
Analytical Report No / 2002FP24000024 Date of Analysis / 10-01-2024 o
AnanuTuueckuii ordeT Ne Jlata aHanu3za
Date of Manufacture / 12/2023 Date of Expiry / 11/2026
| JlaTa npon3BoACTBa Tonen po

Analysis performed according ND / Ananus nposeaen no T1J[: TTN013283/01 dt 13.07.2023 /
I1N013283/01 or 13.07.2023

10 tablets in PVC/PVDC//aluminum blister.

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum
blister. 2  Dblisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / Tlo |in a carton. / Tlo 10 rabnerok B
10 TabneTok g | TIBX/TIBJIX//amomunueBom Gancrepe. TTo
[BX/I1BAX//antoMAHHEBOM 2 wii 3 GIEcTepa BMeCTe C MHCTPYKLKel Mo
6mactepe. [lo 2 6nucrepa BMecTe ¢ | IPUMEHEHHIO  YNAaKOBaHBl B madky
MHCTPYKUMEH 110 LPUMEHEHUIO | KAPTOHHYIO,
yNaKoBaHb! B Ma4Ky KapTOHHY!O.

11 | Labeling / MapxupoBka According to ND / B coorerctBun ¢ HJJ

12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbite 25 °C.

Xpanenue
13 | Shelf life / Cpox roguocrn 3 years /3 ropa

*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 / [Iposodumcs npoussoouImenem npu GuInycre nepuoOULecKu. ons
kancooii 20-0ii cepuu unu ne renee 1 paza 6 200. Ioxazamens modicem boiine He 6xniouer 6 Cepmudgpuxam

avanuza upmoL.

Remarks : The Product confirms to ND/
Ipameuanue: [Ipoaykt cooTBeTcTByET TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy
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