CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

Product Cetrine film coated tablets, 10 mg_
[Mpoaykt ¢ Tletprn® TabreTkn, TIOKPLITLIE IIEHOYHOM 060nouKoi, 10 MT

Batch No / B2202588 Batch Quantity / : 687.600 KG/

Cepust N - Ob0BeM mapTun _ 687,600KI" ]
Analytical Report No / 2002FP22001750 Date of Analysis / 28-08-2022
AunaanTnyeckuii oTuer Ne JaTa anaiausa |
Date of Manufacture / 08/2022 Date of Expiry / 07/2025

JlaTa npoM3BOACTBY I'ogen oo

Analysis performed according ND / Anajns nposeaen mo HJ: I1 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)

| Specification / Hopma ;

Ne Test / Iloxa3aTean [Result / PesybTaTei

Description / Onucanue

White coloured, round, biconvex film
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrnere

White or off white coloured, round,'
biconvex film coated tablet with a
breakline on one side. White to off-

\

O D y

Incontrollec

L

NBOAKOBLINYKJILIE TaOneTkw, nokpbIThlewhite core on a cross section. /
miIenodnoli obonoukoit Genmoro 1Bera, c|Kpyribie ABOSKOBBITYKIbIe TabIEeTKH,

puckoli Ha  omHOW  cTopoHe. Ha|MOKphITbIE MIEHOYHOH  o0bomoUKOH
fMolepedHoM paspese — Aapo Oenoro|6enoro wiaM mnoutd Oemoro LBera, ¢
BeTa. pruckoii Ha omHOH cropoHe. Ha

TIOMEPETHOM paspese — IXpo oT Genoro
o moyTH OeJIoro LBETA.
2 | Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[TonnuHHOCTH 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). /
BpeMst ynepKUBaHHS OCHOBHOTO
KA Ha XpoMarorpamMmMme
UCIIBITYEMOr0  PacTBOpa  JOJMKHO
COOTBETCTBOBATh BpEMEHH
yIEP)KUBAHWS OCHOBHOTO THKa Ha
XpOMAaTorpaMme pactBopa
cTaHzapTHOro obpasua LeTHpHU3NHA
THIPOXITOpUIA (pasmen
«KonuuecTBeHHOE OnpeneseHue)).
191.0 mg + 3.0% (185.3 mg-196.7 mg)
191,0 Mr = 3,0% (ot 185,33 wmr 1o
196.7 )
Not more than 8.0% w/w /
He 6onee 8.0 %
The acceptance value (AV) should be
less than or equal to 15.0 /
[Tokasarensb npuemneMocty (AV)
moikeH 6eITE He bonee 15,0.

]

3 Average weight / Cpennsst 190.6mg / 190,6 mr

macca

4 Water / Boza 3.5% wiw / 3,5%

5 Uniformity of dosage units ‘_ 4.8/4,8
OnHopogHOCTE

MO3UpPOBaHUSA

Conclusion : APPROVED /
Jaxsmouenne: OJJOBPEHO

Remarks : The Product confirms to ND/
Mpumeuanue: ITpoayxT coorBeTcTBYET Tpebopauusm HJT
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

. Cetrine film coated tablets, 10 mg

Product

Mponyer [Terpun® TabreTky, NOKPRITEIE TNEHOYHOH 060510MKOMH, 10 MT -

Batch No / B2202588 Batch Quantity / 1 687.600 KG/

|Cepusn Ne ObbeM HapTHN 687,600 KI"

Analytical Report No / 2002FP22001750 Date of Analysis / 28-08-2022 I
| AHAJTHTUYECKHI 0TYeT No Jarta anaam3a

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

JdaTa npou3BOACTRA Ionen mo |

Analysis performed according ND / Anasu3 nposeaen mo HJI: ITN013283/01-160919 (amend Ne 1 from
| 12.05.2020 / uzm. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / m3m. Ne 2 ot 07.10.2021)

| Test / Iloxa3zaTenn
| Dissolution / PacTeopenue

Result / Pe3yabTaThl

Specification / Hopma |

94%, 97%, 98%, 95%, 97%, 94%

Not less than 80% (Q) of the
labeled amount of
C,,H,5CIN,0O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
minutes /

He wmenee 80 % (Q) or
HOMHWHAJILHOTO cConepiKaHns
C,H,sCIN,O;3-2HCI (uetmpusuna
nuraapoxnopun) depes 30 MuH.

"
6
7 Impurities by HPLC/

PopcTBeHHEIE TTPUMECH
LETUPU3NHA

2) Impurity A/
nmpuMech A

b) Impurity B /
nmpuMecsk B
c) Impurity C/
npumech C
d) Impurity D /
mpumech D
e) Impurity E /
nmprMecs E

f) Impurity F /
nmpuMech F

g) Any unspecified impurity

JIrobas eqMHUYHAA
HenASHTHULINAPOBAHH
ast TIPUMECh

h) Total impurities / Cymma
npuMecen

Less than Limit of Detection
LOD=0.005%)

0.02% / 0,02%

Not detected / He obnapyxeHa

Not detected / He o6HapyxeHa

0.02% / 0,02%

Not detected / He oGHapyskeHa

0.08% / 0,08%

0.1%/0,1%

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

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

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

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

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

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

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

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

Remarks : The Product confirms to ND/
IMpumeuanne: [TpoaykT cootBercTByeT TpebosanuaM HJI

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJTU3A

[Product Cetrine film coated tablets, 10 mg

Mponyxr [leTpun® TabaeTkn, NOKPLITHIE MIeHOYHOH 06010uK0MH. 10 M e

Batch No / B2202588 Batch Quantity / : 687.600 KG/

Cepust Ne B O0beM 1apIUN 687.600KI"

Analytical Report No / : 2002FP22001750 Date of Analysis / 28-08-2022 ]
AnajurHdecknii otyer No Mata apanusa o N
Date of Manufacture / 08/2022 Date of Expiry / 07/2025 o

JaTa NpOH3BOACTBA Tupen oo

Analysis performed according ND / Awanuz nposeaen no H: TTN013283/01-160919 (amend Ne 1 from
12.05.2020 / wam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 o1 07.10.2021)

‘ Noe Test / IloxasaTtenn Result / PesyabTaThl _' Specification / Hopma :_
8 Microbial limits /
[ Muxkpo6uonoruueckas
YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / OG1ee 4ucno Menee 10 KOL/r He 6onee 1000 KOE/r
a3pOBHBIX MUKPOOPTaHN3MOB
Not more than 100 CFU/g /
b) Total combined yeasts and |Less than 10 CFU/g/ He 6onee 100 KOE/r
mould count / Obiee uncio  [Menee 10 KOE/r
NPOMOKEBBIX U TINICCHEBBIX
rpu6os Shall be absent in 1g / OrcyrcTsne B 1
Absent in 1g / OtcyTcTByer B IT r
c) E. coli
9 Assay / KonnvecTBeHHOE 9.99 mg /9,99 mr Each film coated tablet contains not
onpeaeeHue less than 9.0 mg and not more than 11.0
mg  CyHpsCIN,O3-2HC1  (cetirizine,
dihydrochloride) per tablet / Ot 9,0 Mrj
a0 1 1,0 Mr C21H25CIN203'2HC]
(LeTupu3dBa  OTUTUOPOXIIOPHI) B
Il [Tabierke.
[10 Package / YnakoBka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
I 3 blisters and patient information leaflet in |or 3 blisters and patient information
[ a carton. / TTo 10 TabneTok B leaflet in a carton. "In bulk” package:
[IBX/amomunueBoM 6nucrepe. [1o 10 blisters in a carton. 252 cartons in
3 6nucrepa BMecTe ¢ HHCTPYKLMEHN IO master carton.
MpUMEHEHWIO YITaKOBaHBI B TAYKY / TTo 10 Tabnerok B
KapTOHHYIO. [IBX/amomununesom onncrepe. ITo 2
uny 3 Onucrepa BMECTE C
MHCTPYKIHUEH TI0 TPUMEHEHNHO
yIaxoBaHbI B TAUKy KapTOHHYIO.
VmakoBka  "in-bulk": Tlo 10
OIIUCTEPOB TIOMELIAIOT B KAPTOHHYIO
kopobky. I[lo 252 kaproHHBbIE
[KOpOGKJ TIOMEIAIOT B KAPTOHHBIIA
- KOpOO.
11 Labeling / Mapxupoeka According to ND / B cootrserctBun ¢ HJ{
12 Storage conditions / At temperature below 25 °C. / TIpu remneparype He Bbie 25 °C.
XpaHeHHE
13 |Sheiflife/ CpOK rOAHOCTU _-3_years /3 roma N |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TIpumeuanue: [Ipoaykt cooTBeTcTBYeET Tpebopanmsm HJI Zaxkmouenune: OJJOGPEHO
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