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Result ! Pesyanrarnl
L round, biconvex film-
coated tablots with a break lme on
one side, White core on cross section.
S Kpyrisic SposKopsinyKible
TabAETKY, NOKPHITHIC 1L1EHOMHOH
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Ha 0ot eropore. Ha nonepetnion
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Specification / Hopaa

or off-white colored, round, 1
film-coaled tablers with a break line on onc
side. White

Wihir
¥y 11C

1o off~white core cn cros:
section.  /  Kpylasic  JABOSKOBLIIVICIBIC
TA0/IETRHY, NOKPLITBIE MARHOHITOH
ofonouKod  Geioro  HaM noYrd  Geaoro

uneTa, © puckoil ma oMot ctopone. Ho
roTlepeHOM paspese S1po  of Genoro v
TIOHUTH UEI0r0 HBeia.
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The retention time of the main peak in the
chromatogran  of  iest solution  should
comply with the retention time of the main
pecak in the chromatogram of Cetirizine
1lydrochleride reference standard solution
(scclion "Assay"). S Bpems yaemsupanus
OCHOBHOTO  MMKX 1@  XPOMaTOrpamMme
UCITLITYEMOTO pucTaopa AOTIAHO
COOTIBCICTROBATH S _":-;‘-!tiilf[ },:1(.':,"}]{}4]3&'.}5':155
OCHOBHOIO TTHKA 11a XDOME}TOTPHMMU
pacisopa CLALLAAPTIIONO obpasii
LCTHPHAHIS FHIPOLIOpHAE (pazsen
«Komuueersennos onpecieinen ).

I'he UV-spectrum of the test solution énd
the Cetirizinc  Hydrochloride reference
standard solution 1n the range 200 nm to 400
nm should exhibit maxima absorbance at

- about the same wavelengths with an allowed

variation ol =2 nm. [/ V®d-cnexrpet
NOraouieHMs  HCTbITYEMOrO  pacTBOpa M

~ pacreopa CTAHIAPTHOIO . obpasua
| ueTHpyzuHa ruapoxiopuaa B ofmacTi oT
" 200 g0 400 HM LOMIKHBL HMETh MAKCHMY Mb]

NOTJA0RICHHA OpH OTHOH W TOH we QinHe

DOLIHEL € JIOAYCTHUMBIM OTKIOHCHMCM = 2

! HM.

Not more tha / He Goace 8.(

'Ac-cu-plancb value (AV) should be not more
than 150 / Tloxazarens nPUCMACMOCTH
(AV) sonmen 6uith HE Bonec 15,0,

Conclusion : APPROVED/
| Bax.novenne: OJOBPEHO
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1 1
I Date of Manufacture / - 052024 Date of Expiry / 04;2027
{ e
i Jata npowsBoacraa Loagd 10 I
nalysis performed according ND 7 Ananas nponeaen o HJL 11 NO13283/01-130723
. 5 | Dissolution / Pac zmpu.w' Unit-1 7 Tadin.-! 7% Not less than 80% (Q) of the labeled amount
' - = Sy of  CyTlCIN,O,-2HCL (celirizine
Unit-2 /Faba.- 906 S S o R
| A . difiydrochloride) atter 30 min. / He mence
Unit-2 “1000.-3 | 3 T (Q) or HOMHITLIDHOTO COASPMAHHA

— C1Hy5CIN. O3 2HCI (neTHpuInna

Unit-4 7 Tadn -4 {
: e R I HpOXOI0 pUAL) Hepes 30 MuH,
. Unit-5/ Tain - 1 9%
i i
i | { iflil-fl / 1‘..\.5.=l."6 ‘ 100%

6 |Related Impurities by HPLC/

Poncreennsie npuMecu S

Impurity A / Tlpumecs A Less than | OO LOQ - 0.019%%)/ Notmore than 0.2 %/ He Goree 0,2 %
i Hinke i1peacha KOAMMECTBeHHORO [y e

Not more than 0.2 %/ z'!:.: oonec V.2 %%
OTIPEE I CHIT (.1:;() -0.019") ' ' ' a2 &

In:?urit}' B/ “P“Mé‘”’ B

hmpurity C/ puseen C 0.01% / 0.01% Not more than 0.2 % / He Gonee 0,2 ¢
. 9 7
TTeasemes T ¥ . ) T 204/ He )
Impurity D / Tpumecs D Not detected / ne obHapyscena Not more than 0.2 He Bonee 0 Yo

Impurity E / TTpumecs B Not deteeted / ne oBnapyskena Not more than 0.2 % / He Gonec 0,2 %

Impunty ¥/ Tlpumecs F 0.06% / 0.06% Not more tl*’m 0.2 %/ I1e Gonee 0,2 %
Any individual umdentificd | Nt detected : ne oliapysseita Not more than 0.2 % He 6oaee 0,2 %

impurity / Jliobax eaunnutias

HeHJeHTH(RHUMPOBAHHAA 0.07%/ 04

MpUMeCh
Total impurifies / 0.2% 7/ 0,2% Not more than 2.0 % / He Sonce 2,0 %
i Cymuma npumMeceit
7 | Assay / Koamycer BeHIoOC 9 86 my ‘) 10O Mi Not less than 9.0 mg and not more than 11.0
onpe eaenue 98 6% 7 OR.6 mg (5 H,5CIN, 05 2HC (cetivizine

dibiydrochloride) in tablet (between 90% and
110%5 of label claim)./ Or 9,0 mr go 11,0 mr
Cy;HasCINL,O4-2HC (ueTHpHU3nHYL
Jmuruapoxiopun) B tabnerxke (or 20 % o
110 % oT HOMHUHANBHOTO ume;m’tmm)

R?hnk_s . The Product co 1;t;11;,t_0 NDf "~ "] Conclusion : APPROVED/ T
| pumeqamue: [poayxr coorsercroyer tpeConaimsy [T 3mcnoyeune: OJOEPEHO !
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJM3A

|
[ : eport N 2002FP240ul408 ‘
i
I Nate of Manulacture
| Hata nposspoaciea
rmed according ND / Ananie npone

| Analysis pe

8§ | Subdivision of tablets/ Complies as prescribed /
OxHOpOAHOCTEL MACC TPH CoorpeTornyer Tpefosania

i neJeHuwn TableToK

9 |Microbiological purity®* / Mukpobuoaoruueckas uucrora®

05/2024 | Date of BEapiny
Ponen no
den o HL T NGL3283/01-130723

The tablets comply with the test, it not mor

than 1 individazl mass 1s outside the limits .
of 85 % to 115 % of the average mass, The
tablets fail to comply wihh the test, if morc
than 1 individual mass is outside these Lmits
or, if 1 individaal mass is outside the Limits
of 75 % to 125 % of the average mass,

TabacikM  COOTBETCTBYHOT — TpeGORAHUSM,
conv  He  Goaee 1 caMumkdHaz  Macea
orkioHzeres 3a npeaens), 85 % - 115 % or
cpenHeH MAacChl. Tabiericn HE
cogtBCTeTEVIOT TpefoBanuan, ccan Honce
M | MHHBHAYAIBHAL MACCH UTKIOHACTCA
O JTHX  NpeasiioB Mo, ceanw ]
HEIHBMAVAILHAL  MECCE  OTKAOHACICH 10

npeacant 75 % - 125 95 oT epeiHelt macest.

Not Applicable

2 ) Total Acrobic Microbial
Count / Oduee une1o
aspolHBIX MUKPOOPTAHMIMOE |

b} Total Combined Yeast and Not Applicable

moulds count / Gbuwiee yreao
ZIPOACGKEBLIX M [L1CCIICBBIX
rprboB

¢) Fscherichia Coli Not Applicable

Remarks : The Product confinn ND/

Not more than 1000 CHFU/g /
He Bosee 1000 1O/ r

Not more than 100 CFU/g /
He Bonee 100 KOE/r

C-OII-CEIISEII : "\PPR'O\-"l:]-J /
| 3axmogenne: O/1I0OBPFHO

Shell be absentin 1 g/

Utcyrersue B I r
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Daie of Manufacture / 052024 | Date of Expiry / © 042027
[ | .
1 Hara aponssoncsa o | Copen a0 )
Analysis performed according ND /7 Awanss nponcaen no HJL TTNGER2E3/01-120723 [

10 | Packaging / Ynaronxa

10 tablets in PVC/PVDC um | 10 tablets in PVC/PY DO aluminum blister. |
blister. 3 hlisters und  patient | 2 or 3 blisters and patient information leaflet
mformation leaflct in a2 carton. , Ho [ in a carton. / To 10 (adieiok =

10 taliero o | HIBXAIBAX Yeaiovuniceont € nctepe. 110
OBXAIBIX amomisienom 2 wnu 3 GamMciepa BMECTE © MHCTPYKIIMER 110
l-i”yg\;“_',p;__ Mo 3 6J1Hu‘.’:’} 4 BMECTS C | HPUMEHEHHI) }ILLK(')BJ.“bi B 114Ky

MHCTpYRUMEH [0 HPUMCHCHWRG | KAPTOHHYK).
YIAKOBANLL B [IA4KY KaPTOHHYO.

11 LébelingTMﬂpimpn_i;_Ka_ O According to ND / B COOTBETCTBHH cﬁgﬂl

12 | Storage conditions / At ternperature below 25 C. s Tlpu remneparype we srute 25 “C,
Xpatuenite

| 13 | Shelf life / Cpox rOAHOCTH { 3 years/3 vona

*Tostis performed periodically witl the Dorval of 1 ffom 20 batches, or at least once a year, The test can

be absenr in the Certificaie of Analyvsis [ lipasooumes Bpou3oOUmMEeTeAr P GEINYCRE NEPUOCUNCCHI: 00
raoicdon 20-00 coprn wi e sence 1 pusa ¢ cod, [loruzanieiv mogcent Onme ne oknoven & Cepmugbucan

AT IUPALEL,

Remarlks : The Product confirms to ND/ . ~ ] Conclusion: APPROVED/
Ipumeuanne: [Tpoaykr cootserersyeT tpedoranysy H)L | 3awmoyenne: ODOBPEHO
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