CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

Ipoayxr: eTpuH, TabaeTKy, MOKPHITHIE IeHOUHOM o6onoyxo, 10 mMr

Batch No / : B2402336 Batch Quantity / : 955KG/
Cepust Ne O6beM cepun 955 KI'
Analytical Report No / 2002FP24001644 Date of Analysis / 11-07-2024
Ananutuyeckuii otyeT No JlaTa aHanusza
Date of Manufacture / 1 06/2024 Date of Expiry / 05/2027
JlaTta npou3BOICTBA T'oneH no
Analysis performed according ND / Ananuz nposenen no HJ: IT N013283/01-130723
[ No Test / Iloka3zaTenas Result / PesyasTaTsl Specification / Hopma

Uncontrolled Copy

1 | Description / Onncanue

White colored, round, biconvex film-
coated tablets with a break line on
one side. White core on cross section.
/ Kpyriible qBOSKOBBIIYKIIbIE
TabJIETKH, MOKPBITHIE TNIEHOYHOH
obosoukoii Genoro LpeTa, ¢ pUCKOH
Ha ojHolf cropoHe. Ha nonepeunom
paspese sapo 6enoro LBeTa.

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. / Kpyrieie 1BOSKOBBINYKIBIE
TabIeTKH, MOKPBITHIE [IIEeHOYHON

obosoukoil Gemoro wim moutu Genoro
LBETa, C pPUCKOH Ha OgHOH crtopone. Ha
HOTIEpEYHOM pa3pese AApo oT Geyoro 1o
nouTH Oenoro LBeTa.

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykr coorBeTcTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
3axmoyenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Cetrine film-coated tablets 10 mg

[Mpomaykr: LleTpuH, TAGNETKY, OKPHITHIC MIeHOYHOM obonoykoi, 10 Mr

Batch No/ : B2402336 Batch Quantity / 1 955KG/
Cepus Ne OfbeM cepun 955 KI'
Analytical Report No / : 2002FP24001644 Date of Analysis / : 11-07-2024
Ananutudeckuii oTuet Ne JlaTa aHanuza

Date of Manufacture / : 06/2024 Date of Expiry / : 0572027
Jara npousBoacTea Tonen oo

Analysis performed according ND / Ananus nposenen mo HJI: TT N013283/01-130723

2 | Identification. Cetirizine / [lognunnocts. lernpusnux

1. HPLC/B3XX

Complies as prescribed / The retention time of the main peak in the

CoorBercTBYeT TpeOOBAHUIM 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"). / Bpemsa ynepxuBaHus
OCHOBHOTO MNWKa Ha  XpOMAaTorpamMe
HCITBITYEMOTO pactsopa JIOJDKHO
COOTBETCTBOBATh BPEMEHH YICPIKMBAaHHA
OCHOBHOTO THKa Ha  XpoMaTorpamme

pacTBOpa CTaHIapTHOIrO obpazua
LETHPU3NHA THAPOXJIOpHAA (pazmen
«KonuuecTBeHHOE OnpenesieHue» ).
2. UV spectrophotometry / Complies as prescribed / The UV-spectrum of the test solution and
Y®-cnexrpodoroMeTpys CooteercTBYET TpeOOBAHUIM 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
varation of +2 nm. / VY®-crekrpsl
NOTJIOLIEHUST  KUCIBITYEMOTO  PacTBopa U
pacTBOpa CTaHAAPTHOTO obpazua
LETUPU3UHA TUAPOXJIoOpHAa B 00MacTH OT
200 no 400 HM AOIKHBI UIMETh MAKCHUMYMBI
MOT/IOLEHHS MPU OJHOW W TOW >Ke IJINHE

BOJIHBI ¢ OOMYCTHMBIM OTKIIOHCHICM + 2

HM.
3 | Water / Boaa 2.8% w/w /2,8% Not more than 8.0 % / He 6ounee 8,0 %
4 | Uniformity of dosage units / 42/4,2 Acceptance value (AV) should be not more

OaHoOpoaAHOCThH
JO03HPOBAHHA

than 15.0 / Iloka3arenb TNPHEMIIEMOCTH
(AV) nomxkeH ObITE He Gonee 15,0.

Remarks : The Product confirms to ND/

Ipumeyanue: [Ipomyxr cooTBeTcTRYeT Tpebopanusm HJI

Conclusion : APPROVED /
3akouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDPHNKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
INponykt: LleTpuH, TabneTky, NOKPHIThIE MIEHOYHOH 00onoukoi, 10 Mr

Batch No / : B2402336 Batch Quantity / : 955KG/
Cepus Ne O6beM cepun 955 KI'
Analytical Report No / 2002FP24001644 Date of Analysis / 11-07-2024
An”anuruyeckuii oTyet No JlaTta aHanuza

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027
JlaTa npon3BoAcTBa l'onen no

Analysis performed according ND / Ananus nposeaen o HJI: ITN013283/01-130723

5 | Dissolution / PacTBopenne Unit-1/ Tabn.-1 100% Not less than 80% (Q) of the labeled amount
ey = ° of C21H25C1N203'2HC1 (CetiriZine
CITEE 0T S dihydrochloride) after 30 min. / He menee
Unit-3 / Ta6n.-3 99% 80 % (Q) oT HOMHHAJIBHOTO COAEp>KaHUS
Unitd / Tabnoa 06% C,1H,5CIN,O4-2HC1 (ueTupusznza
auryuapoxiopun) depes 30 MHH.
Unit-5 / Tabn.-5 100%
Unit-6 / Tabn.-6 100%
6 |Related Impurities by HPLC/

PoacTBeHHbBIE NnpUMeCcH

Impurity A / ITpamecs A

Impurity B / IIpumecs B

Impurity C / [Ipumecs C

Impurity D / IIpumecs D

Impurity E / [Ipumeces E

Impurity F / IIpumecs F

Any individual unidentified
impurity / Jliobas eauHuvHas
HeuaeHTHHULIPOBaHHAS
pUMech

Less than Limit of Detection (LOD =

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

0.005%) / Hioke npenena
obuapyxenus (ITO = 0,005%)

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

0.01%/0,01%

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

Not detected / He oOHapyskeHa

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

Not detected / He oGHapyxeHa

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

0.03% /0,03%

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

Less than Limit of Detection (LOD =
0.015%) / Hwxe npenena
obHapyxenus ([10 = 0,015%)

0.07% /0,07%

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

Total impurities /
CymMma npumeceit

0.2%/0,2%

Not more than 2.0 % / He Gonee 2,0 %

Assay / KoanyecTBeHHoe
onpeegeHHe

10.05 mg/ 10,05 mr
100.5% /100,5%

Not less than 9.0 mg and not more than 11.0
mg C,H,5CIN,0O5-2HC1 (cetirizine
dihydrochloride) in tablet (between 90% and
110% of label claim)./ Ot 9,0 mr go 11,0 mr
C,,H,5CIN,O5-2HC1 (uerupusnHa
muruapoxnopua) B Tabnerke (ot 90 % mo
110 % OT HOMHHATBHOrO COmEPIKAHM ).

Remarks : The Product confirms to ND/
IIpumeuanne: [IpogykT cooTBeTcTRYET Tpeboranusm HJL

Conclusion : APPROVED /
3akuaouenne: OJJOEPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUONKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg

ITpoxykr: LleTpun, TabJeTKH, NOKPEITHIE IIIEHOYHOH obosioukoi, 10 mr

Batch No / : B2402336 Batch Quantity / : 955KG/
Cepus Ne O6weM cepuu 955 KI'
Analytical Report No / 2002FP24001644 Date of Analysis / 11-07-2024
Ananutuyeckuii otyet No JlaTta aHanuza

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027
JlaTa npou3BOACTBA I'onmeH no

Analysis performed according ND / Ananus npoeenen no H/I: [TN013283/01-130723

8 | Subdivision of tablets /
OaHOpOAHOCTH Macc NpH
JeJIeHNH TabJeToK

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. /
TabneTkd COOTBETCTBYIOT TPeOOBaHUAM,

ecin  He Oonee 1 eaMHuyHas wMacca
OTKIOHAeTCA 3a npenensl 85 % - 115 % ot
cpenHelt Macchl. Tabmerku HE

COOTEETCTBYIOT TpPeOOBaHUAM, eclH Oonee
yem | MHOMBUTyallbHas Macca OTKIIOHAETCS
OT 3THX TIpemeNioB WM, ecan 1
HHAUBUAYyalbHAas Macca OTKIIOHAETCA 3a
npenaensl 75 % - 125 % oT cpenHen mMacchl.

9 |Microbiological purity* / Mukpobuonoruyeckas uucrora®

a) Total Aerobic Microbial Not Applicable Not more than 1000 CFU/g /
Count / Obiee yKucno He 6onee 1000 KOE/r
a’pOGHBIX MUKPOOPTraHU3MOB

b) Total Combined Yeast and Not Applicable Not more than 100 CFU/g /
moulds count / O61mee uuciao He Gonee 100 KOE/r
JIPONOKEBBIX U TUIECHEBBIX

rpuboB

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

OtcytctBue B 1 r

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykr cooTBeTcTRYET TpeboBanusm HJT

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Cetrine film-coated tablets 10 mg
Iponyxkt: IleTpuH, TabaeTku, NOKPHIThIE MIIEHOYHOM 06ooukoi, 10 mMr

Batch No / . B2402336 Batch Quantity / 1 955KG/
Cepus Ne Ob6beM cepuu 955 KT
Analytical Report No / 2002FP24001644 Date of Analysis / 11-07-2024
Ananutuyeckui otuet Ne Jata avanuza

Date of Manufacture / : 06/2024 Date of Expiry / 05/2027
JlaTa npou3BOACTBA T'oneH no

Analysis performed according ND / Ananuz nposenen o HJI: T N013283/01-130723

10

Packaging / YnakoBka

10 tablets in PVC/PVDC//aluminum
blister. 2 Dblisters and patient
information leaflet in a carton. / Ilo
10 TabNeToK B
[IBX/TIBJIX//antoMuHUEBOM
6nucrepe. Ilo 2 Giaucrepa BMecTe C
HHCTpYKIMEH 10 MPUMEHEHHIO
yHakoBaHbI B TIAYKY KapTOHHYIO.

10 tablets in PVC/PVDC//aluminum blister.
2 or 3 blisters and patient information leaflet
in a carton. / Ilo 10 Tabnetox B
IBX/TIBJIX//antomunnesoM Gmictepe. Ilo
2 nin 3 Gnucrepa BMECTE ¢ HHCTPYKLMEH 110
NPUMEHEHHUIO  YIaKoBaHel B IAuKy
KapTOHHYIO.

11

Labeling / MapkupoBka

According to ND / B cooreercTeuu ¢ HIT

12

Storage conditions /
Xpanenue

At tomperature bolow 25 °C. / Ipn TemmepaType 11e puime 25 °C.

13

Shelf life / Cpox roanoctn

3 years /3 roga

*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 / IIpogodunica npouzgooumenem npu uinycke NEPpUoOUdecKu: ona
kaocooii 20-01i cepuu unu ne menee 1 paza 6 200. Iloxazamenv modcem 6uims He sxmouer 6 Cepmuguxam

ananuza gupmoL.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpogyxT cooTBeTcTRYET TpeOoBanusm HJT

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
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