Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Mponykt: Uerpun, TabneTkn, mokphiThie MieHoq O obonouko#, 10 mr

Batch No / : B2402839 Batch Quantity / : 955 KG/
Cepus Ne O06neM cepuu 955 KI
Analytical Report No / 2002FP24002197 Date of Analysis / 10-09-2024
AHaTUTHYECKHIt oTueT Ne Jara ananuza

Date of Manufacture / 08/2024 Date of Expiry / 07/2027

Jlata npouseoacTra

Toxen no

Analysis performed according ND / Anamms npoeenen no HJ: TTN013283/01-130723

Ne Test / IHokazaresn

Result / PesyabraTer

Specification / Hopma

1 [ Description / Onucanue

paspese

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyrasle 1BOSKOBBINyKIIbie
TabNETKH, MTOKPBITHIE TUIEHOYHOM
oboroukoii Genroro uBeTa, ¢ pUCKOii
Ha olHOH cTopone. Ha nonepeurnom

A71po 6enoro ugeTa.

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. / Kpyrasle IBOSKOBBIMyKIIbIe
TabneTky, MOKPBITEIE TIIEHOYHON
obonoukoil Geloro MAW MoYTH 6esoro
UBETA, C PUCKOM Ha ofHO# cropone. Ha
TIONEPEYHOM paspese sIpo OT Genoro mo
nourtu 6enoro HBeTa.

Remarks : The Product confirms to ND/

Ipumeuanne: [Tpogykr COOTBETCTBYET TpeboBanuam H]I

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIA3A

Product : Cetrine film-coated tablets 10 mg
[ponykr: Uerpun, TabneTku, MOKPbIThIE TEHOYHOH 000m0uKoi, 10 Mr

AHanutuyeckuii otuet Ne

Batch No / : B2402839 Batch Quantity / : 955 KG/
Cepust Ne O6bem cepuu 955 KI'
Analytical Report No / 2002FP24002197 Date of Analysis / : 10-09-2024

Jara ananuza

Date of Manufacture /
ara NpoM3BOACTBA

08/2024 Date of Expiry / : 072027

Tonen ao

Analysis performed according ND / Ananus npoeeaen o H/: TTN013283/01-130723

2 [ Identification. Cetirizine / logmanRoCTS. Hetupusznn

1. HPLC/B32XX

Complies as prescribed /
CootBetcTByeT TpeGoBaHUIM

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 ynepxuBaHus
OCHOBHOTO MHMKa Ha  XpOMaToTpamme
WCITBITYEMOro pacreopa JOIKHO
COOTBETCTBOBATL BPEMEHH  YIEPIKMBAHUSA
OCHOBHOTO NWKa Ha  XpomaTorpamme
pacTBopa CTaHZAPTHOro obpasua
LETHPU3HA THAPOXITOpH A (paznen
«KonnuecTsennoe onpenenenmey).

2. UV spectrophotometry /
V®-cnekrpototomeTpus

Complies as prescribed /
CooTBeTCTBYET TpebOBaHHIM

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®-crektpsr
TIOTIOIEHHS!  WCTIBITYEMOTO  pacTBOpa |
pacTBopa CTaHAAPTHOTrO obpasua
LEeTHPU3MHA THUAPOXJIOpHIA B OONACTH OT
200 mo 400 HM JOIKHBI HMETH MaKCHMYMBI
TIOTJIOLIEHHS MPU ONHOM M TOM ke IJTHHE
BOJTHEL C JOMYCTUMEBIM OTKIOHEHHEM + 2
HM.

3 | Water / Boaa

3.2% wiw /3,2%

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

4 | Uniformity of dosage units /
Oanopoanoctn
JA03HPOBAHAA

2.8/2,8

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

Remarks : The Product confirms to ND/
Tlpumeuanne: [poaykr COOTBETCTBYET TpeboBanusam HJ[

Conclusion : APPROVED /
3arawaenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 2 of 6

Printed Date & Time (IST): 10-09-2024 21:56:15




CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg
MponykT: [lerpun, Tabnerin, NMOKPBLITHIE MITEHOYHOH obomoukoii, 10 mMr

Batch No / : B2402839 Batch Quantity / 1 955KG/
Cepus Ne O6bem cepun 955 KI'
Analytical Report No / 2002FP24002197 Date of Analysis / 10-09-2024
AHanutnyeckuii otyer No Hara ananuza

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
Jara npouzsoncrea T'ogen no

Analysis performed according ND / Ananus npoeenen no HJI: TIN013283/01-130723

5 | Dissolution / Pacreopenne Unit-1/ Tabn.-1 97% Not less than 80% (Q) of the labeled amount
oy " Py of C2|H25CIN203'2HC1 (CetiriZine
e i dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 99% 80 % (Q) or HOMHHaNBHOTO CconepkaHus
Unitd ] TabnA4 100% C,H,5CIN,05-2HCI (ueTrpuznna
Juruapoxnopun) gepes 30 Mug.
Unit-5 / Ta6n.-5 101%
Unit-6 / Ta6bn.-6 100%

6 [Related Impurities by HPLC/
PojacTBennbie npumecn

Impurity A / lIpumecs A Less than Limit of Detection (LOD = | Not more than 0.2 % / He 6onee 0,2 %

0.005%) / Huxe npenena

Impurity B / Tpumecs B obHapyxenus (T1I0 = 0,005 %)

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

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

Less than LOQ (LOQ = 0.010%) /

Uncontrolled Copy

impurity / Jlio6as enuuuanas
HEUAEHTHOHLIMPOBAHHAS
TpuMech

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

Not detected / ve oGHapysena

0.09% /0,09%

Impurity D / TITpumecs D Huske nipenena konmuecteenHoro Not more than 0.2 % / He 6onee 0,2 %
> KO = 9

Impurity E / TTpumecs E enpeacietnai(LIKE = 010%) Not more than 0.2 % / He 6onee 0,2 %
- Less than Limit of Detection (LOD =

Impurity F / TIpumecs F 0.006%) / Hike mpenena Not more than 0.2 % / He 6omee 0,2 %

Any individual unidentified |o6Hapyserus (TIO = 0,006%) Not more than 0.2 % / He Gonee 0,2 %

Total impurities /
Cymma npumeceii

0.3%/0,3%

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

Assay / KonnuecTBennoe
onpegexenne

9.99mg /9,99 mr
99.9% /99,9%

Not less than 9.0 mg and not more than 11.0
mg C,H,5CIN,0O;-2HCI (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr o 11,0 mr
C,1H,5CIN,O5-2HCI (ueTvpu3nHa
AVrHapoxJiopua) B Tabnetke (ot 90 % no

110 % oT HOMUHATBHOrO collepskaHus ).

Remarks : The Product confirms to ND/
Ipumeuanne: [poaykr cootercrayer

Tpebosanuam HT

Conclusion : APPROVED /
3akawgenne: OJIOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 3 of 6

Printed Date & Time (IST):
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Tpoayxr: Lletpun, Ta6rerkn, MOKPLITHIE TIEHOYHOH 060104K0i, 10 Mr

Batch No / : B2402839 Batch Quantity / : 955KG/

Cepusa Ne O06bem cepun 955 KI'

Analytical Report No / : 2002FP24002197 Date of Analysis / : 10-09-2024

AHanuTHYeckuii otueT Ne Hara ananuza

Date of Manufacture / + 08/2024 Date of Expiry / ¢ 07/2027

Jara npoussoncrea I"onen J0

Analysis performed according ND / Aranus npoeenen o HJI: TIN013283/01-130723

8 | Subdivision of tablets / Complies as prescribed / The tablets comply with the test, if not more
Onmopoanocts Mace npu CooteercTByeT TpeboBaHHIM than 1 individual mass is outside the limits
deTeHHH TabJIeToK 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 cooteeTcTBYIOT TpebGoBaHUAM,

ectm He Gomee 1  emuHUuYHas macca
OTKJIOHAETCS 3a rpenensl 85 % - 115 % ot
cpeaHei Macchl. Tabnerku He

COOTBETCTBYIOT TPeOOBaHWAM, €CIH Gonee
4eM | WHAMBMIYalbHasg MAcCa OTKIOHSETCS
OT  3THX TIpeAENOB  WINH, eciu |
UHIMBHIYyalbHas Macca OTKIOHSETCS 3a
npeznenst 75 % - 125 % ot cpenneii maccr.

Uncontrolled Copy

9 |Microbiological purity* / MukpoGuonorayeckas yncrora*

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / O6mmee uncno He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPTaHU3MOR

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O6ee ancno He Gomee 100 KOE/r
IPONOKEBBIX M IIECHERBIX

rpHbos

¢) Escherichia Coli Not Applicable Shell be absent in 1 g/

Otcyrcteue B 1 1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanue: [poaykr cootsercrayer TpeboBauuam HJI 3akmouenne: OJJIOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTH3A

Product : Cetrine film-coated tablets 10 mg
[poaykr: Lerpun, Tabnerky, NMOKPBITLIE TUIEHOYHOMN 060104K0H, 10 MT

Batch No / : B2402839 Batch Quantity / : 955KG/
Cepusa Ne O6bem cepun 955 KI"
Analytical Report No / 2002FP24002197 Date of Analysis / 10-09-2024
AHanuTtiyeckmii oTuer No Mara ananusza

Date of Manufacture / 08/2024 Date of Expiry / 07/2027
Jlata npouseoncTra Tozew a0

Analysis performed according ND / Aranus npoeenen o HJI: TTN013283/01-130723

10 | Packaging / Ynakorka

10 tablets in PVC/PVDC//aluminum
blister. 2 blisters and patient
information leaflet in a carton. / ITo
10 TabieToK B
TIBX/TIBAX//anioMuHresoM
Gmctepe. TTo 2 6nucrepa BmecTe ¢
VHCTPYKIIMEH MO  MpUMEHEHHro
YNaKoBaHbl B Ma4YKy KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / ITo 10 Ttabnerok B
TIBX/TIBJIX//amomunnesom 6muctepe. Tlo
2 nunw 3 BniucTepa BMECTe ¢ MHCTpYKUMeEit Mo
TPUMEHEHHIO  YTMaKOBaHBl B Mayky
KapTOHHYO.

11 | Labeling / Mapkuposka

According to ND/ B cooteetcTriu ¢ HJ[

12 | Storage conditions /
Xpanenue

At temperature below 25 °C. / TTpu TeMmrepaTtype He Boitue 25 °C,

13 | Shelf life / Cpox roagnoctu

3 years/3 ropa

ananza gupvet.

Uncontrolled Copy

*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 / IIposodumes npouseodumenem npu evinycke nepuodunecku: ona
kaocoou 20-oi cepuu wiu ne menee 1 pasa 6 200. Ioxazamens moxcem 6uimp e sxouen ¢ Cepmughuxam

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpojykr cooTrercTBYeT TpeGoBaHMAM HI

Conclusion : APPROVED /
3akmouenne: 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

ELECTRONIC SIGNATURES
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