Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product Cetrine film coated tablets, 10 mg : a
Mpoayxy i IleTpuH® TabNETKK, NOKPLITHIE TIEHOHOR 0601104KO#, 10 Mr B
Batch No / : B2301135 Batch Quantity / 687.600 KG /
Cepusi Ne O0beM napTuu 687,600 KI"
Analytical Report No / 2002FP23000968 Date of Analysis / : 20-04-2023
AHaJaHTHYEeCKHIT oT4eT Ne Jara aHaau3a
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JaTa npon3BoOACTBA Togen 1o

Analysis performed according ND / Anasnu3s nposeaen mo HI: T1 N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / uzm. Ne 2 o7 07.10.2021)

Ne Test / HokazaTensb

Specification / Hopma

Result / Pez_y.m,T_aTbl

1 Description / Onicanvie

coated tablet with a breakline on one side.
IBOSIKOBBINYKJIbIE TabneTku,
puckoi OJTHOU

Ha CTOpOHE.

[BETA.

White coloured, round, biconvex film

White core on a cross section. / Kpyrnsie
NIOKPhITHIE
MIeHoOYHOM obonoukoit Oenoro mBeTa, ¢
Ha

MoNepevHoM paspese — sApo Genoro

White or off white coloured, round,
biconvex film coated tablet with a
breakline on one side. White to off-
white core on a cross section. /
Kpyrisle IBOSIKOBBITTYKNbIE TabIETKH,
MOKPBITBIE  TIEHOYHOM  060109KOit
Genmoro uau moutH Oeioro LBera, C
puckoit Ha ofHOW cTopoHe. Ha
MOTIEPETHOM pa3pese — Anpo oT Geroro
o rouTH Genoro 1BeTa.

2 Identification by HPLC/
[TopnuHHOCTE

Complies as prescribed /
CooTBeTCTBYET

The retention time of the main peak
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 ymepXUBaHHS OCHOBHOTO
MmuKa Ha XpOMaTorpamMme
WCIILITYEMOTO  PAacTBOPa  JIOJDKHO
COOTBETCTBOBATE BpeMeHU
yAepKUBAHUS OCHOBHOTO TIHKa Ha
XpOMAaTorpamMmme pactBopa
CTaHZapTHOro o0pasla LUeTHpU3MHA
rUApPOXIIOpUAIA (pazmen
«KonuyecTBEHHOE OTpeIeNeHney).

3 Average weight / Cpennsis
Macca

' 191.1mg / 191,1 Mr

191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 mr + 3,0% (ot 185,3 Mr mo
196.7 mr)

4 Water / Boma

5 Uniformity of dosage units
/ OMHOPOOHOCTH
NO3UPORAHUS

3.1% w/w/3,1%

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

1.7/1,7

The acceptance value (AV) should be
less than or equal to 15.0 /
[TokazaTtenb npuemaeMocTd (AV)
imoxeH 65ITh He Oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: Ipoxykr coorBeTcTBYET TpeboBanmam HJ[

Conclusion : APPROVED /
Saxkmouenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A
Product Cetrine filin coated tablets, 10 mg
IlpoaykT Herprua® TabneTku, MOKPBITHIE TNEHOUHOH 06omo4ukoi, 10 Mr
Batch No / : B2301135 Batch Quantity / 687.600 KG/
Cepust Ne O0bem mapTuu 687,600 KI'
Analytical Report No / 2002FP23000968 Date of Analysis / 20-04-2023 I
AHaguTHYEeCKHI oTueT No dara anaansa
Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JaTa npousBoacTBA TI'oxen no

Analysis performed according ND / Anasus nmposegen mo HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / w3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / u3m. Ne 2 o1 07.10.2021)

No Test/ _IIOKa3_aTe_.nb Result / PesyabTaTsl Specification / Hopma -
6 Dissolution / PacTBopenne 98%, 98%, 101%, 97%, 99%, 99% Not less than 80% (Q) of the
labeled amount of

C2|H25C1N203‘2HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He MeHee % (Q) or
HOMHWHAJIBHOTO CoOepKaHUs
CyH,sCIN,O3-2HCl (ueTupusuna
imuruapoxiopun) uepes 30 MuH.

80

7 Impurities by HPLC/
PozcTBEHHBIE TPUMECH
HETHPU3WHA

a) Impurity A /
npumecb A
b) Impurity B /
npruMecsh B
c) Impurity C/
nprmMech C

d) Impurity D /
npumech D

e) Impurity E /
npuMech E

f) Impurity F /
npumeck F

g) Any unspecified impurity

JIrobas eqnunaHast
HeUneHTU(hNUNPOBAHH
Ast TPUMECH

h) Total impurities / Cymma
npuMecei

Not detected / He o6HapyxeHa

Less than LOQ (LOQ = 0.010%) / Hixe
npenesa KoJIHYeCTBEHHOTO ONpeAcNICHHUs
(TIKO = 0,010%)

0.02% / 0,02%

Less than LOQ (LOQ = 0.003%) / Hixe
TIpejieNia KOJIMYEeCTBEHHOTO OTpeIeIeH s
(TTKO = 0,003%)

Less than LOQ (LOQ = 0.023%) / Huxe
npejiesna KoJIU4eCTBEHHOTO onpeeNieHus

(TIKO = 0,023%)

Not detected / He oGHapysxeRa

0.06% / 0,06%

0.1%/0,1%

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

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

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

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

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

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

g) Not more than 0.2% /
He 6omee 0,2%

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

Remarks : The Product confirms to ND/
IMpumeuanne: [TpoaykT cooTBeTCcTBYET TpeboraunsM HJI

Conclusion : APPROVED /
3axiouenue: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANATLYSIS
CEPTHOHKAT AHAJIM3A

Product Cetrine filin coated tablets, 10 mg

Mpoaykt : Ilerpun® TabneTku, MOKPLITHIC TNIEHOYHOH 0001109K0#,10 M

Batch No / : B2301135 Batch Quantity / 687.600 KG /
Cepus Ne O6BLeM mapTHu 687,600 KI'
Analytical Report No / 2002FP23000968 Date of Analysis / 20-04-2023
Auajautuydecknii oryer Ne Jara anajusa

Date of Manufacture / 03/2023 Date of Expiry / 02/2026
JlaTa mnpou3BOACTBA T'onen go

Analysis performed according ND / Anasm3s nposeaen mo HJL: IT N013283/01-160919 (amend Ne 1 from

Ne  |Test/Iloxazatenp

8 Microbial limits /
Muxkpobuonoruueckas
YUCTOTA

a) Total aerobic microbial
count / O611ee Yrcio
a3poOHBLIX MUKPOOPTraHH3MOB

b) Total combined yeasts and
mould count / Ob1ee ynco
APONOKEBBIX U TUIECHEBBIX

12.05.2020 / u3m. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

Result / PesyabTaThl

Specification / Hopma

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

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

Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

rpr6oB Shall be absent in 1g / OrcytcrBue 8 1
/Absent in 1g / OtcyTcTByeT B IT r
c) E. coli
9 Assay / KonnuecTBeHHoe 9.98 mg /9,98 Mr Each film coated tablet contains not
oIIpesIeNIcHIe less than 9.0 mg and not more than 11.0

mg  CyHypsCIN,O3:2HCL  (cetirizine|
dihydrochloride) per tablet / Ot 9,0 mr|

o 11,0 MT C21H25C1N203‘2HC]
(ueTUpu3WHA  JUTUIAPOXIIOPUA) B|
TabneTke.

10 tablets in PVC/aluminum blister.

2 blisters and patient information leaflet in
a carton. / ITo 10 TabneTok B
[1BX/amomunueBom 6nuctepe. Io

2 6cTepa BMECTE ¢ HHCTPYKIMEH 1o
IIPUMEHEHHIO YITaKOBAHB! B MAYKy

10 tablets in PVC/aluminum blister. 2
or 3 blisters and patient information
leaflet in a carton. "In bulk" package:
10 blisters in a carton. 252 cartons in
master carton.

/ T1o 10 TabneTok B
[IBX/amomunnesom Gimcrepe. [To 2
mmit 3 Guerepa BMecTe ¢
UHCTPYKIUCH MO TIPHMEHEHHIO
VIaKOBAHEL B TTAYKY KAPTOHHYIO.
Vnakoeka  "in-bulk":  Tlo 10
OIICTEPOB TTOMENIAIOT B KAPTOHHYIO
kopobxy. Ilo 252  kapronnbie
KOPODKH TTOMEILAT B KapTOHHLL
Kopob.

&cording to ND / B cootsercTnm ¢ HJI

At temperature below 25 °C. / TIpu TeMnepaType He Boime 25 °C.

10 Package / YriakoBka
KapTOHHYIO.
11 Labeling / MapkupoBka )
12 Storage conditions /
XpaHeHue
13 |Shelflife / Cpok ronsoctH 3 years /3 roga

Remarks : The Product confirms to ND/
Tpumeyanne: [Tpogykt cootBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3akmouenne: QJIOGPEHO
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