Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIMIA

[ Product : Cetrine film-coated tablets 10 mg

| Mpoaykr: Llerpun, Tabnetku, MOKpbITbIE NIEHOYHOH 060104KO#H, 10 Mr

Batch No / : B2304363 Batch Quantity / : 955.000 KG/

Cepusn Ne 0O6bem cepun 955,000 KT

Analytical Report No / - 2002FP24000111 Date of Analysis / o 22-01-2024

Ananmutuueckuii otyet No Jlata ananusa

Date of Manufacture / o 12/2023 Date of Expiry / o 1172026
 JlaTa nporzBoAcTBA Tonen no

TINO013283/01 or 13.07.2023

Analysis performed according ND / Ananus nposeaen no HJI[: TTN013283/01 dt 13.07.2023 /

Ne Test / Iloxazare/in Result / PesyabTarhl Specification / Hopma

1 | Description / Onucanue White colored, round, biconvex film- | White or off-white colored, round, biconvex
coated tablets with a break line on film-coated tablets with a break line on one
one side. White core on cross section. | side. White to off-white core on cross
/ Kpyriibie JBOSKOBBIILYKJIBIE section. / Kpyriaele IBOsSKOBBITyKITEIE
TabJIETKH, TIOKPHITHIE INIEHOYHOM TabJIeTKy, HOKpPBITBIE [UISHOYHOM

060J104KOM 6€0ro LBeTa, C PUCKOH obonoukoit Oenoro uaM  nouru 6Henoro
Ha 0JHOM cTOpoHC. Ha noncpcunom | ugera, ¢ puckod Ha OAHON cTopode. Ha
paspese aapo 6enoro usera.

NONepeHHOM paspese AaApo ot Benoro 0
noutn 6enoro upera.

Remarks : The Product confirms to ND/

IIpameuanne: Ilponykr coorBercTByeT Tpebopanmam HJT

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Cetrine {ilm-coated tablets 10 mg
IMpoaykr: LleTpuH, TabACTKH, MOKPLITHIE NICHOUHOH o6onoukoit, 10 Mr

Batch No / . B2304363 Batch Quantity / © 955.000 KG/
| Cepus Neo O6bem cepuu 955,000 KI'

Analytical Report No / : 2002FP24000111 Date of Analysis / ©22-01-2024

AnanuTHaecKui oT4yeT Ne Jata ananuza

Date of Manufacture / ¢ 12/2023 Date of Expiry / o 1172026

JaTa npor3BoacTBa Tonen no

T1NO013283/01 ot 13.07.2023

Analysis performed according ND / Ananuns nposeaen no HJE: TIN013283/01 dt 13.07.2023 /

2 [ Identification. Cetirizine / Ilopaunnoctp. LleTupusnx

1. HPLC/BD2XX Complies as prescribed /
CooteercTByeT TPeOOBAHUAM

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 ypepxuanus
OCHOBHOrO ~NUKa Ha  XpOMaTorpamme
UCTIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATh BPEMEHH  YJEPKUBaHUA
OCHOBHOrO NHKAa Ha  XpoOMaTorpamMme
pactBopa CTaHAAPTHOIO obpasua
LIeTUPH3UHA THAPOXJI0pHAA (paspen
«KonuuecTBeHHOE OnpeaeieHuey).

2. UV spectrophotometry / Complies as prescribed /
V@-criekrpodoToMeTpHs CootsercTByeT TpeGOBaHHAM

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®-cnekrpsl
MOITIOMIEHH MCIBITYEMOrO  pacTBopa H
pacTBOpa CTaHOapTHOro obpasna
LUETHPU3MHA THAPOXJIOPHAA B 00IacTH OT
200 10 400 HM DOJKHBEI UMETb MAKCUMYMbI
NOTNIOWEHHUs. TIPU OAHOM U TOW e AJMHE
BOJIHEI ¢ IOIYCTHMEIM 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 / 3.2/3,2
OanopoaHoCTD
JNO3UPOBAHUA

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

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykr coorBeTcTByeT Tpebopauusm HJ{

Conclusion : APPROVED /
3akauenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A

Product : Cetrine f1lm-coated tablets

10 mg

Mpoaykr: LleTpuu, TabieTKM, MOKPLITLIC MJIEHOYHON 06000 KoH, 10 Mr

Batch No / B2304363 Batch Quantity / : 955.000 KG/
Cepus Ne Obbem cepum 955,000 KI'
Analytical Report No / 2002FP24000111 Date of Analysis / 22-01-2024
Ananutuyeckmii oTyeT Ne JlaTa aHanmu3a

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Hara npousBojicTBa T'oneH o

I1N013283/01 ot 13.07.2023

Analysis performed according NI / Anannz nporeaen no HJT: TINOT3283/01 dt 13.07.2023 /

S | Dissolution / PacTBopenne

Unit-1/ Tabn.~1 99%
Unit-2 / Tabn.-2 102%
Unit-3 / Tabn.-3 100%
Unit-4 / Tabn.-4 98%
Unit-5 / Tabmn.-5 100 %
Unit-6 / Tabn.-6 100 %

Not less than 80% (Q) of the 1abeled amount
of C21H25C1N203 -2HCI (Cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) or HOMMHANBHOTO copepkaHHs
C,1H,5CIN,O3-2HC1 (ueTHpu3vHa
auruapoxnopun) depes 30 Mum.

6 |Related Impurities by HPLC/
PO).ICTBeHHble INIPpHUMECH

Impurity A / TIpumecs A

Impurity B / [1pumecs B

Impurity C / TTpumecs C

Impurity D / TTpumecs D

Impurity E / [1pumecs E

Impurity F / TIpumecs F

Any individual unidentified
impurity / Jliobas enuuuunas
HEHAEHTHPHIMPOBAHHAS

Less than LOQ (LOQ = 0.019%) /
Hrpke nipenena KOIHUeCTBEHHOTO
omnpezencrus ([IKO = 0,019%)

Less than LOQ (LOQ = 0.010%) /

Hwxe npenena konMuecTBEeHHOrO

onpeneneruns (TTKO = 0,010%)
Not detected / He oOHapyxKeHa

Not detected / He oBHapysxeHa
0.05% / 0,05%
Not detected / e obHapy:xena

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

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

Not more than 0.2 % / He 6osiee 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 %

TPUMECH 0.07% / 0,07%
Total impurities / 0.2%/0,2% Not more than 2.0 % / He Gosnee 2,0 %
Cymma npumeceii

7 | Assay / KonnuecTBennoe 9.94 mg /9,94 mr Not less than 9.0 mg and not more than 11.0
onpenesicHue 99 4% /99.4% 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
C,1H,5CIN,O3-2HCI (uerHpu3nHa
adruapoxyopun) B Tabaerke (ot 90 % no
110 % OoT HOMUHATILHOTO COAEPIKAHUS).

Remarlks : The Product confirms to ND/
IIpumedanne: [lpoaykr coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenune: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Cetrine film-coated tablets 10 mg
Tpoaykr: LerpuH, TabaeTkH, NOKPbITbIE MIEHOYHOH 060n0oukoi, 10 Mr

Batch No / B2304363 Batch Quantity / : 955.000 KG/
Cepus Ne O0beM cepuu 955,000 KI"
Analytical Report No / 2002FP24000111 Date of Analysis / 22-01-2024
Ananuruyeckni oryeT No Jlara aganusa

Date of Manufacture / 12/2023 Date of Expiry / 11/2026
Hara uponssoucsa T'oaen no

Analysis performed according ND / Ananuns npoeeaen no HJT; TTN013283/01 dt 13.07.2023 /

I1N013283/01 ot 13.07.2023

8 | Subdivision of tablets /
OaHopogHOCTh Mace NMpH
JAeJICHHH TA0JIETOK

Complies as prescribed /
CooTBeTCTBYET TpeGOBAHMAM

The tablets comply with the test, if not more
than 1 individual mass 1s 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,
ecni He OGomee 1 eavHuuynas wmacca
oTKIIoHAeTcs 3a mpenennl 85 % - 115 % ot
cpenHen Macchl TabGnetku He
COOTBETCTBYIOT TpedoBaHMsIM, ecin Gosnee
uyeMm | MHAMBUAYaIbHAS MAcCa OTKIIOHAETCS
OT OTHX  npenesioB  win, ecan 1
UHAWBUAYyaJbHAass Macca OTKJIOHJETCS 3a
npenest 75 % - 125 % ot cpeaneit Macchl.

9 |Microbiological purity* / Mukpoouosorugyeckas 4ucrora*

a) Total Aerobic Microbial
Count / O61ee gucio
adpOOHBIX MMKPOOPraHU3MOB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O6uee uncno
JIPOMOKEBbBIX M TJIECHEBbIX
rpruboB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He Gonee 100 KOE/r

¢) Escherichia Coli

Absentin 1 g/
OrcyrctByeTB 1 T

Shell be absentin 1 g/
OrcytcTeue B 1 r

Remarks : The Product confirms to ND/
Ipumevanue: IlponykT coorseTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenne: QJIOBPEHO

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

CEPTUDOHKAT AHAJIU3A

[ Product : Cetrine film-coated tablets 10 mg
Mpoaykrt: IleTpuH, TabneTky, MOKPLITbIC M1€HOUHOK 060/104KOMH, 10 Mr

Batch No / B2304363 Batch Quantity / : 955.000 KG/
| Cepus No Obbem cepun 955,000 KI'

Analytical Report No / 2002FP24000111 Date of Analysis / 22-01-2024

Ananutnueckuii orget Ne Jlata aHanu3a

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

/Jlata npounssojcTea ToneH a0

Analysis performed according ND / Ananus nposeaen no H/I: TTN013283/01 dt 13.07.2023 /
T1IN013283/01 ot 13.07.2023

10 | Packaging / YnakoBka 10 tablets in PVC/PVDC//aluminum | 10 tablets in PVC/PVDC//aluminum blister.
blister. 3 blisters and patient | 2 or 3 blisters and patient information leaflet
information leaflet in a carton. / [To |in a carton. / Tlo 10 rtabnerox B
10 TabneTox B | TIBX/TIBIX//antomunuesom Gaucrepe. TTo
NBX/TIBJIX//antoMuHUEBOM 2 wnu 3 GucTepa BMECTe ¢ MHCTPYKUHEH 110
6muctepe. [lo 3 Guucrepa BMecTe C | IPUMEHEHMIO — YMAaKOBAaHEI B IaukKy
MHCTPYKIWCH N0 [PHMCHCHHIO | KAPTOHHY!O.
yMaKoBaHb! B IauKy KapTOHHYIO.

11 | Labeling / Mapxuposka According to ND / B coorserctenmn ¢ HT

12 [ Storage conditions / At temperature below 25 °C. / IIpu temnepatype He Bbiwie 25 °C.

Xpanenne
13 | Shelf life / Cpox roguocTn 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 / IIpogodumcst npouzgo0umenem npu 6blMycKe REPUOOUYecKu: Ons
kancoot 20-0it cepuu unu ne aenee 1 pasza 6 200. Iloxkazamens moxcem 6oime ne gxmover 8 Cepmugpuxam

ananuza gupmol,

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr cooTBeTcTBYET TpeboBaHusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO

WI-GLOB-QA-0669-2.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

ELECTRONIC SIGNATURES
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