CERTIFICATE OF ANALYSIS
CEP1 H(IJHI\AI AHAJIH3A

'Product : Ceclrin ed tablets, 10 mg - |
fpoaykr : llempu CTKH, TOKPBITHIC i 0bomou ML N
Batch No/ : ,230 64 Batch Quantity / ; 7.600 KG /

| Cepusi Ne O0veM maApTHE 687,600 KI -

Analytical Report No/ : 2002FP23001353 Date of Analysis / : 22-05-2023
AVTHTHYECKHIE 0TyeT N o ara ananusa S
|Date of Manufacture / 1 05/2023 Date of Expiry / 5 04/2026 R
JaTta nponssocisa F'osed 1o

Analysis performed according ND/ Anasms HpGBe,D,EH mo HJT: TI N013283/01-160919 (amend Ne 1 from
12.05.2020 / uam. Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / mam. Ne 2 01 07.10.2021)

(Ne |Test/llokasaress Result/ Pesyibraret  |Specification /Hopma ~ |
White coloured, round, biconvex film|White or off white coloured, round,
Description / Ormcanme icoated tablet with a breakline on one side.|biconvex film coated tablet with a

White core on a cross section. / Kpyrnsielbreakline on one side. White to off-]
IBOAKOBEIMYKIblE TabneTku, mnoxphTeie/white core on a cross section. /
rwreHo4HOH obonmoyxoi Oenoro usera, ¢Kpyribie NBOAKOBBINYKIIEIE TAOICTKH,
puckod WA  oxmo¥  cropone,  Hajnoxperteic rncHouHOH  ofomouxob
rorepeyHoM paspe3e — sAmpo Oemoroffenmoro mnmM moutH Oexoro Leera, ¢
LBETA. puckodi Ha oxHoM cropone. Ha
' . [OTIEPEYHOM PAaspese — Ampo OT BEIorD
| . _ ino moyTtH Oernoro npeTa.
i Identification by HPLC/ Complies as prescribed / The retention time of the main peak
[loUIHHHOCTE COOTBETCTBYET in the chromatogram of test solution
should correspond to the retention

i time of the main peak in the
chromatogram of cetirizine
dihydrochloride reference standard
sofution (section Assay). /

Bpems yACpKMBaHMS OCHOBHOIO
KA Ha XPOMATOrPaMME
UCTEITYEMOTO  PacTBOPa  JOMLKHO
COOTBETCTBOBATD BPEMEHHU

Y OePKHUBaHKA OCHOBHOTO IIMKA Ha
XPOMaTOrpamMme pacTsopa

I CTaHIapTHOrO 00pasua LCTHPU3HHA
rHAPOXIOPUAS (paszmen
m! o i _ «KoJTuecTBe HHOE OIPELEICHHEN ),

| Average weight / Cpensas 186.6 mg / 186,6 mMr 191.0 mg £ 3.0% (185.3 mg-196.7 mg)
| Macca 191 O Mr =+ 3,{}% (GT 185,3 mr A0
DT ) 196 7wMr)

4 Water / Bona b 24% wiw/ 2,4% Not more than 8.0% w/w /

' e o . __|He 6ouree 8.0 %

5 Uniformity of dosage units 3.0/3,0 The acceptance value (AV) should be

/ OOHOPOXHOCTE less than or equal to 15.0 / ‘
MO3HPOBAHMA [loxasarens nmpuemnemMoct (AV)
noskeH OsrTs He Oonee 15,0,

T

|

"Remarks : The Product confirms to ND/ - Conclusion : APPROVED / |
| lIpumeyanne: [Tpoayxr cooTseTeTByeT Tpebosarmim HI 3axinouenne: OA0OBPEHO
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[Product ™

. ]0 mg
Mpoayrt @ Hempur® rabac iy, noepuibic IICHOYHOR 0fomoukoit 10 Mr
Batch Ne/ : B2301642 'Batch Quantity / : 687.600 KG / "
Cepun No _ Obuwemmaprany . 687,600 KI'
An: alytical Report No / : 2002FP23001353 Date of Analysis / : 22-05-2023 o
AnannrHaeckuii oruer N Aara agamisa e
{Date of Manufacture / ¢ 05/2023 Date of Expiry / 04,2026 -

Jlara npon3InoacTBa

CERTIFICATE OF ANALYSIS
CTPTH(DIIKAT AHAJIHIA

{Loden no

Analysis performed accordzng ND / Anamas ApOBE/ieH 1110 H: 71 N013283/01-160919 {dmcno Ne 1 from

_12.05.2020 / m3m, Ne 1 ot 12.05.2020, amend Ne 2 from 07.10.2021 / mav. No 2 070 '7.10.2021)

[Ne |Test/Ilokasatenn
|6 ! Dissolution / Pactroperme

[

{7 Impurities bA}THPLC/
' Popcreenusie mprmecwH
LICTHPH3HUIA

a) Impurity A /
nprMech A

b) Impurity B /
nprMeck B

c) Impurity C/
an] mprvecs C

d) Impurity D/
nprmecs D

'e) Impurity E /
nprMecs B

f) Impurity F /
nprvecs F

g) Any unspecified impurity

/ JToGast enpHIdHAS
HEVIEHTHOHLMPOBAHH
a5 [PYMECH

h) Total impurities / Cymma
TIpUMeECet

Result / Peay.nmamn _
95%, 95%, 99% , 97%, 96%, 96%

Not detected / He o6uapysxena

0.01% /0,01%

0.02%/0,02%

Not detecied / He o6uapyxesa
i
0.03%/0,03%

Less than Limit of Detection (LOD =
0.015 %) / Heke npenena o6uapysxerus
(TI0 =0,015%)

0.08% /0,08%

i

02%/0,2%

Remarks : The Product confirms to ND/
Hprmeuanue: [lponyxt cootseTcTByeT TpetoBanmm HJL
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| Specification / Hopma
Not less than 80% (Q) of the
flabeled amount of
CyH,sCIN,O5-2HCI (cetirizine
dihydrochloride) is dissolved in 30
iminutes /

He wouce 80 % (Q) or
HOMHHE (bHOI'O COTCpKAHMA
Cy1HysCIN,O4-2HC (uetupusmsia
TMIMIPOXIOpHN) 4epesd 30 MumH,

%o

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

%

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

e} Not more than 0.2 % / ue Gonee 0,2
%

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

g) Not more than 0.2% /

fHe bonee 0,2%

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

Conclusion : APPROVED / }
3axsnoucune: OJOBPEHO

Printed Date & Time (IST):  24-05-2023 21:33:32

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

]

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




Product  : Cetrine film coated tablets. 10 mg i
1 poaykt__ ¢ llerpun® rabaeticn. nokpLITLIC TIEHOYHOH 060104K0#1.10 » o |
Batch No / . B2301642 Batch Qu‘me ty : 687600 KG/ I
[CepusiNe o 106bev naprun 687 00 KT ) ,
Analytical Report No : 2FP23001353 iDate of Analysis / : 22-05-2023
Anginroraeckuii oruer N o NMavaamamza o
Date of Manufacture / . 05/2023 Date of Expiry / - 04/2026 !
Hara npoussojcrea__ Ionen 10 )

Analysis performed ‘nccordmg 'ND / Anamus npbnemn mo HJ: TTNO1T 3283/01-160919 (amend Ne 1 from
+ 12.05.2020 / wam, No 1 or 12.05.2020, amend Ne 2 from 07.10.2021 / w3m. Ne 2 07 07.10.2021) _

[ Ne Test / IIDR(B&TCJII; ) Result / Pesym;mn - hpvuhmuun/ Hopaa
lS Microbial limits /
| Muxpobuonorigeckan
YHCTOTA
a) Total aerobic microbial [ess than 10 CFU/g / [Not more than 1000 CFU/g /
count / Obmee umcno Meree 10 KOE/r He Gonee 1000 KOE/r
a9po0HENX MHKPOOPTaHH3MOB
Not more than 100 CFU/g /
i b) Total combined yeasts and Less than 10 CFU/g / He 6onec 100 KOE/T

mould count / Q6wee yperno  Mceree 10 KOE/r
| MPOMKEBEIX M [UIECHEBEIX

rpubGoB Shall be absent in 1g / Orcyrersue 5 1
Absent in 1g / Orcyrersyet B 1T r

o) E. coli s - ]

0 Assay / KomueecTBeHHOS 9.80 mg /9,80 mMr Each film coated tablet contains not

OTIPEISACHHS less than 9.0 mg and not more than 11.0;

i ’mg Ca HpsCEN:O]‘ 2HCI (cetirizinej

dihydrochloride) per tablet / Or 9,0 !
oo 11,0 wmr CyuHasCIN;O5 2HC
(UEeTHPU3MHE  JUTHAPOXIIOPUA)  H

TabeTke.
10 [Package / Ynaxoska 10 tablets in PVC/aluminum blister. 10 tablets in PVC/aluminum blister. 2
‘ 2 blisters and patient information leaflet in jor 3 blisters and patient information
a carton. / ITo 10 TabneTox B leaflet in a carton, "In bulk" package:
[[IBX/amommrmesom Onuctepe. [lo 10 blisters in a carton. 252 cartons in
! 2 mmcTepa BMECTE ¢ MHCTpYKLMEH o master carton.
| | IPHMEHEHHIO YITAKOBAHBI B IAYMKY /To 10 TabneTok B
| KaPTOHHYIO. [TBX/amomuresoM Oimcrepe. [o 2

| e 3 Onucrepa BMeCTe ¢
MHCTPYKUHEH N0 [PHUMEHESHIEO
[VIIAKOBAHEL B TIAYKY KapTOHHY).
Ymakoska  “in-bulk": Ilo 10
OIHCTEPOR IOMEINAKOT B KAPTOHHYO
[op06xy. flo 252 xaproxHbIe

KOPOOKM IMOMEIIAIOT B KapTOHHBIHA

ko 0pob. _
11 ' Labeling / Mapxuposka According to ND / B cooTsetoTsmm ¢ HJ|
2 | Sib"rage conditions / " |At temperature below 25 °C. / Tlpu Wmhr;t“nepaﬁrl;‘)émﬁc soimc 25 °C.
XpaHeHHC

137 | Shelf Tife / Cpox romsocT 3yea15/3r0.ua

Remarks : The Product conﬁ;‘r;s—tz ND/ ' Conclusmn APPROVFD/ -
Ipumeuanue; [Npoaykr coorsercTByeT Tpebosanuam HIL Jaxmouenne;: OJOBPEHO
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