CERTIFICATE OF ANALYSIS

CEPTI/I(DI/IKAT AHAJ] IfI3A

Product Cetrine film coated tablets, 10 mg ‘
Mpouyxr : Lletpun® Tabnerku, OKPLITEE TEH0YRO# 060n0uKoi, 10 Mr ki
Batch No / B2200337 | Batch Quantity / i 676.860 KG/
Cepus Ne |O6nLeM napruy .. 676,860 KI"
Analytical Report No / 2002FP22000197 | Date of Analysis / ¢ 08-02-2022
AHajauTH4ecKHid oTyer Ne | Mara anaausa :
Date of Manufacture / 01/2022 | Date of Expiry / 12/2024
HaTa npoH3BOACTBA 1Conen oo

Analysis performed according ND / Awanns nposexen no HI: I N013283/01-160919 (amend Ne 1 from

12.05.2020 / w3am. Ne ] ot 12.05.2020 : ;

e Test/ MoxasaTtens

1 Description / Onycanrne

" |White coloured,

Result / Pe3yaeTaThl

Specification / Hopma ;

round, biconvex ﬁlm
coated tablet with a breakline on one side.
White core on a cross section. / Kpyrieic
BOSKOBEIMYKNble TaGNeTky, IOKPhITEIE
mTeHo4Hol obonoykoii Oeyoro 1uBera, C

pruckoif ®a  omHoil  cropore. Ha
nomepeuHoM paspese — sxpo Oenoro
BeTa.

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. /
Kpyriikic TBOSKOBEIMTYKIIEIE TaGNETKH,
NOKPEITEIE  TIIEHOWHOH  0Boirovkoit
6enoro WIM Mno4yTH Oenoro uLBeTa, C
puckoil  Ha omHOH cropone. Ha

|momiepeuHOM paspese — sapo oT Gemoro
no mouTH Gesoro 1BeTa.

The retention time of the main peak

in the chromatogram of test solution
Jshould correspond to the retention
time - of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
‘solution (section Assay). /

BpeMs - 'yOep)KHBaHUL  OCHOBHOTO
muKa Ha XpomatorpaMme
MCHBITYeMOro  pacTBOpa  JOJIKHO
|COOTBETCTBOBATE . BpeMEHHU
yIep)CHBaHMSA OCHOBHOIO THKa Ha

: |xpoMaTorpamMme pacrsopa
i ; CTaHAApTHOro 0Gpasiia UETHpPH3NHA

2 : rUApoXJopnua (pazgen
«Konu4eCcTBEHHOE ONpENENEHUEY).
1191.0 mg =+ 3.0% (185.3 mg-196.7 mg) |
191,0 Mr %+ 3,0% (ot 1853 Mr mo
1196.7 mr)

‘Not more than 8.0% w/w /

He 6onee 8.0 %

Con’lplies as preSCl‘ibed 7 et
CooTBETCTBYET

2 Identification by HPLC/
[ToanHHOCTE

3 Average weight / Cpenris 1883 mg /188,3 mMr

Macca

4 Water/Boma | 3.0% wiw/3,0%

S Uniformity of dosage units 19719 The acceptance value (AV) should be
/ OHOPOIHOCTD less than or equal to 15.0 /
103U pPOBAHUA [Toxasarens npueMieMocTH (AV)

inomicen 65ITE He Gonee 15,0.

Conclusion : APPROVED/
Jaxirouenue: ONNOBPEHO

Remarks : The Product confirms to ND/
Mpumeuanue: IIpoayxT cooTBeTcTBYeT TpeboBanmam HII
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJTU3A
Product : Cetrine film coated tablets, 10 mg i
Mponyrt : Tlerpun® rabeTiw, TOKpEITLIE MleHouHoH 060104Ko#,10 M
Batch No / : B2200337 Batch Quantity / 1 676.860 KG/
Cepusn No voZibe S | O06BLeM napTuy .. 676,860 KT ;
Analytical Report No / : 2002FP22000197 Date of Analysis / ¢ 08-02-2022
Anagnrudecknii oryer Ne JaTa ananusa ;
Date of Manufacture / : 01/2022 Date of Expiry / : 12/2024
JaTa npoH3BOACTBA Tonen xo

Analysis performed according ND / Anaau3 nposeaen no HJI: TTN013283/01-160919 (amend Ne 1 from

12.05.2020 / i3M. Ne 1 o1 12.05.2020

.‘5S[i)‘wé.‘i':i].’i'cﬂ_tidli‘7 ,Hoﬁ.ﬁ:’i :

{murunpoxnopun) gepes 30 MUH.

N Tcst/ Iokasatens » Result / Pc >TAT ¢

6 Dissolution / Pacreopenic 100%, 99%, 97%, 96%, 97%, 97% Not less than 80% (Q) of the
labeled amount of
CZII [25C1N2032HC] (cetirizine
dihydrochloride) is dissolved in 30
minutes /
He wmenee 80 % (Q) or
HOMWHAIIEHOTO COIEpXaHHsI

C;1H35CIN; 05 2HCI (ueTmpuznna

7 Impurities by HPLC/
PopcTeenHbIe NpHMECH
UETHPH3HHA

@) Impurity A / {ess than Limit of Detection
AptinEds A LOD=0.005%)

b) Impurity B / i
npuMecs B Less than LOQ (LOQ=0.010%)
e) Impurity C/ Not detected / He obHapyxena
npumecs C

d) Impurity D /

npumecs D Not detected / He o6HapysxeHa

e) Impurity E /

npnvecs E Not detected / He obrapy:icera

) Impurity F/ ‘
nprMecs F Not detected / He obnapysxera

g) Any unspecified impurity

JIrobas egwHgHAas

HenaeHTH(UIHPOBaHH
asi TIPHMECH 0.09% 7 0,09%

h) Total impurities / Cymma | 0-1%/0,1%
npuMecei ’

% :
%

%

%

%

%

lg) Not more than 0.2% /

He Gonee 0,2%

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

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

b) Not more than 0.2 % / He Gones 0.2 ¢

ilc) Not more than 0.2 % / we 6onee 0,2
{d) Not more than 0.2 % / ne 6onee 0,2 '
le) Not more than 0.2 % / ne Gonee 0,2

' f) Not more than 0.2 % / He Gonce 0,2

Remarks : The Product confirms to ND/

Tpumeuanne: [ponyxT cooTBeTcTBYET TpeboBanusm HIT

Conclusion : APPROVED /

3akarouenne: ONOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHURAT AHANM3A -

Product  : Cetrine film coated tablets, 10 mg

Mponyxt : LeTpuH® TabneTkn, MOKPLITEHIE TEHOTHOH oGonouKoit, 10 Mr

Batch No / : B2200337 Batch Quantity / ¢ 676.860 KG/
Cepusa Ne s O6bem TapTHil (76.860 KI'
Analytical Report No / 1 2002FP22000197 Date of Analysis / : 08-02-2022
Aunanuruvecicnii orqer Ne Javraanamuza .

Date of Manufacture / ¢ 01/2022 Date of Expiry / : 122024
[lara IPOIIBOICTRA T'opew no

Analysis performed according ND / Auanus npoeegen no HJI: IT N013283/01-160919 (amend Ne 1 from
12.05.2020 / u3m. Ne 1 oT 12.05.2020

Ne [Test/Tloxasatens,  |Result/ PesynbTaTnl " |Specification / Hopma
8 Microbial limits / o s o ] o
Mukpobronoriyeckas
YHCTOTA
a) Total aerobic microbial Less than 10 CFU/g / Not more than 1000 CFU/g /
count / O61ee yucno Menee 10 KOE/r He 6onee 1000 KOE/r

23pO6HEIX MHKPOOPTaHH3IMOB
[Not more than 100 CFU/g /

b) Total combined yeasts and |Less than 10 CFU/g / . |He 6onee 100 KOE/r
mould count/ Obwee uncno  |Menee 10 KOE/r |
IPOSIOKERBIX W ITECHEBEIX

rp1u6os .Shall be absent in 1g / Otcyrcrsue B |
Absent in 1g / OtcyTcrByeT B 1T r

) E.coli Wy . _

&) Assay / KonnuecTeHHoe 9.85mg/ 9,85 Mr : |Each film coated tablet contains not

oTIpeneneHe - |less than 9.0 mg and not more than 11.0

mg C21H25C1N203‘2HCI (cetirizine
dihydrochloride) per tablet / Ot 9,0 mMr
L6 5 11,0 MT C21H25C1N203'2HC]
(uetypusKMHa  OUrHAPOXNOpPHA) B

i TabIeTke. ,
10 Package / Ynakogka 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
3 blisters and patient information leaflet in |or 3 blisters and patient information
a carton. / ITo 10 TabneTox B leaflet in a carton. "In bulk" package:
[IBX/antomnuuesoM onucrepe. Io 10 blisters in a carton. 252 cartons in
3 GnHCTepa BMECTe C HHCTPYKIMei Tio  |master carton.
PUMEHERMIO YTAKOBAHEL B TAYKY / TTo 10 Tabnerok B
KapTOHHY10. ; [TIBX/amomunEeBoM Gnactepe. [To 2

uny 3 6nucTepa BMeECTe C
.|vHCTpyKLMEif 110 IPHMEHEHIHIO
|ymakoBaHEL B TauKy KapTOHHYIO.
Vmakorka ~ "in-bulk": TIo 10
|BucTepoB MOMELAroT B KAaPTOHHYO
kopobky. Tlo 252  xaproHsbie
KOpPOOKHM TIOMEIIAroT B KapTOHHEIH

et T OIS €19 . . IKOPOG. Tk
11 Labeling / MapxmpoBxka According to ND/ B cootBerctuu ¢ HI{
12 Storage conditions / At temperaturé below 25 °C. / T1pu Temmepatype He sbiwe 25 °C. i
X paHeHHe
13 Shelf life / Cpox romHoctd 3 years /3 rofa H
Remarks : The Product confirms to ND/ el slon APPROVEb'/
Ipumevanne: TIponykT cooTBETCTBYET TpeboBarusm HIL | Baxuouenne: ONOBPEHO
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