CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHATHU3A

Product : Cetrine film coated tablets, 10 mg

Mpoxyxr @ erpun® TabneTkn, MOKPLITHIE MTEHOYHON 0605104k, 10 Mr I

Batch No / ¢ B2202587 Batch Quantity / : 687.600 KG/

Cepua Ne - O0bem naprin 687,600 K"

Analytical Report No / ¢ 2002FP22001745 Date of Analysis / : 27-08-2022 B
AHaauTHYECKHIi oTyeT Ne JlaTa anayiu3a

Date of Manufacture / : 08/2022 Date of Expiry / ¢ 072025

Jata npoH3BOACTRA Topen no

Analysis performed according ND / Auaaus nposexen o HJI: TIN013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

No Test / IlokazaTean Result / PesyabTaThl Specification / HOpMi |
White coloured, round, biconvex film|White or off white coloured, round,
1 Description / Onicanawe coated tablet with a breakline on one side. biconvex film coated tablet with a

White core on a cross section. / Kpyrneie breakline on one side. White to off-
BOSKOBBIYKNIBIE TabnerkH, TNokpbiThie|white core on a cross section. /
NeHo4YHo# obomoukoii Ocioro neera, ¢|Kpyrible ABOAKOBLITYKIIBIC TaOJICTKH,
puckoi Ha  oHHOIl  cropoHe. Ha|mokpeITele TEHOYHON  ofomoukoit
MomepeyHoM paspese — sapo OGenorolbenoro uiaM noutu 6Genoro ugera, c
[BeTa. pucko#i Ha omHOH cTopone. Ha
TIOTIEPEYHOM pa3pese — PO oT Genoro
| . 10 MOYTH OeNIoro LBeTa.
2 Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[TomnnHHOCTL COOTBETCTBYET in the chromatogram of test solution
should correspond to the retention
time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
solution (section Assay). /
Bpemsi yIepXUBaHUSA OCHOBHOIO
nuKa Ha XpoMarorpaMmme
UCMBLITYEMOTO  pacTBopa  HOJDKHO
COOTBETCTBOBATh BpeMeHH
yIep>KMBaHUS OCHOBHOTO IMKa Ha
XpoMarorpamme pacTBopa
cTaHAapTHOro obpasla LeTUPU3NHA
CHIPOXJTOPULA (pazgen
s «Konu4ecTBeHHOE ONpeAcNcHIE).
3 Average weight / CpenHss 189.5mg / 189,5wmr 191.0 mg + 3.0% (185.3 mg-196.7 mg)
macca 191,0 mMr + 3,0% (or 1853 mMr nmo
[ B 196,7 mr) N
4 Water / Bona 3.5% wiw /3,5% Not more than 8.0% w/w /
| - He 6omee 8.0 % ]
5 Uniformity of dosage units 2.6/2,6 The acceptance value (AV) should be
OnHOPOIHOCTH less than or equal to 15.0 /
MO3UpOBaHNA [TokasaTtens npuemMnemMocT (AV)
monkeH OBITh He Ooiee 15,0.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoaykT cootBeTcTBYET TpeboranusM HJT 3axmoyenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product

Cetrine film coated tablets, 10 mg
Mponykr @ letpun® TabneTku, MOKPBITHIE TUIEHOYHON 060J104K0i, 10 MT

Batch No / : B2202587 Batch Quantity / : 687.600 KG/
Cepust Ne B _|Ob61em napram 687,600 KI"
Analytical Report No / 2002FP22001745 Date of Analysis / 27-08-2022
AH3JUTHIECKHI oTUyeT No JaTta ananusa

Date of Manufacture / 08/2022 Date of Expiry / 07/2025

JlaTa MPOM3BOACTBA TI'onen go

Analysis performed accordi;lg ND / Ananns nposegen mo HJI: [T N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3M. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / n3m. Ne 2 ot 07.10.2021)

98%, 100%, 100%, 99%, 99%, 99%

Specification / Hopma

Not less than 80% ((_Q) of the |
labeled amount of
C,1H,sCIN,O4-2HCI (cetirizine

dihydrochloride) is dissolved in 30
minutes /

He wmenee % (Q) or
HOMMWHAJIEHOTO COZIe pKaHMs
C,1H35CIN,O5-2HCI (ueTupwsuna
{nuruapoxnopun) yepes 30 MuH.

80

a) Impurity A /
npumecs A

b) Impurity B /
npuMecs B

c) Impurity C/
npumecs C

!d) Impurity D /
mpumect D

e) Impurity E /
npumMecs E

f) Impurity F /
npumech F

g) Any unspecified impurity

JIro6as equHUYIHAsN
HeuaeHTU(HLPOBAHH
ast IpuMech

h) Total impurities / Cymma
npuMecei

Ne Test / IlokazaTrennb Result / PesyabTaThl
6 Dissolution / PactBopenne
7 Impurities by HPLC/

PoacTBeHHBIE TIpUMECH

LEeTUPU3MHA

[Less than Limit of Detection
LOD=0.005%)

0.02% /0,02%

Not detected / He o6uapyxena

Not detected / He o6Hapyxena

0.02% / 0,02%

Not detected / He oGHapyxena

0.09% / 0,09%

0.1% /0,1%

a) Not more than 0.2 % / ne 6onee 0,2
%

b) Not more than 0.2 % / He Gonee 0,2'
%

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

d) Not more than 0.2 % / ue 6onee 0,2
%

e) Not more than 0.2 % / He Gonee 0,2
%

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

g) Not more than 0.2% /
He 60mee 0,2%

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

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeOoBanmsaM HJ[

Conclusion : APPROVED /
Zaxaouenune: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTU3A

Product : Cetrine film coated tablets, 10 mg

Mpopykr @ Llerpiu@ rabieTku, NOKPHITHIE TIICHOYHO! 0601109KO0H, 10 mr

Batch No / : B2202587 Batch Quantity / : 687.600 KG/
Cepun No O6beM NapTHH 687,600 KI"
Analytical Report No / ¢ 2002FP22001745 Date of Analysis / : 27-08-2022
AunajuTudeckuii oryer No - Jata ana;ausa

Date of Manufacture / : 08/2022 Date of Expiry / 07/2025
Jara npumssujcrsa Toach 10

Analysis performed according ND / Anaius nposeaen no HJI: T N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 ot 07.10.2021)

Ne [Test/ IMoxasarennb Result / PesyabTaTsl Specification / I-ma;
8 Microbial limits /
MukpoGronoruueckas
HHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61uee 4ucno Meriee 10 KOE/r He Gonee 1000 KOE/r
a3pOOHBIX MUKPOOPTAHH3MOB
Not more than 100 CI'U/g /
b) Total combined yeasts and [Less than 10 CFU/g/ He Gonee 100 KOE/r |
[ mould count / O6wee uncio |[Menee 10 KOE/T
IPOSOKEBBIX W TTECHERBIX
' rpuboB Shall be absent in 1g / OrcyrctBue B 1
I [Absent in 1g/ OtcyTcTBYET B IT r
' ©) E. coli '
9 | Assay / KosimyecTBeHHOE 9.91 mg /9,91 mr Each film coated tablet contains not
lonpenenenne less than 9.0 mg and not more than 11.0
mg  CyHysCINyO52HCI  (cetirizine
dihydrochloride) per tablet / Ot 9,0 wmr]|
0 1 1,0 MI C21H25C]N203'2HC]
(ueTMpU3VHA  DUTHAPOXJNOpUI) B
TabreTKe.
10 Package / Ynakoeka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet |or 3 blisters and patient information
in a carton. / ITo 10 Tabnerok B leaflet in a carton. "In bulk" package:
[IBX/amomunueBomM bnucrepe. [To 10 blisters in a carton. 252 cartons in
3 Gnucrepa BMECTE C HHCTPYKUNEH IO master carton.
MPUMEHECHNIO YIaKOBaHBI B TIAYKY / Tlo 10 TabneToK B
KapTOHHYO. [1BX/amoMunyieroM 6nucrepe. ITo 2
unu 3 611cTepa BMECTE C
MHCTPYKLIMeH 10 TPUMEHEHNIO
yIIAaKOBAaHBI B MAYKY KapTOHHYIO.
Vnakoka  "in-bulk": Ilo 10
OICTEpOB TIOMEIIAIOT B KAPTOHHYHO
kopobky. Tlo 252 kapTouHble
KOpoOKH TTOMEIaT B KapTOHHBIHA
| - - ~ [kopob. -
11 Labeling / MapknpoBka According to ND / B cootBercTeuu ¢ HJI
12 Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Boime 25 °C.
Xpanenue
13 Shelf life / Cpok rogHoctn 3 years / 3 roza
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IpoayxT cooTBeTcTBYET Tpebosanmim HII 3axaiouenune: OJOGPEHO
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