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| Cerfificate No.i [ 03FP22008933_ T ] Pagelof2 ]
e e ey e ,WQEE‘EIELCMR OF ANALYSIS . o
. Productname: | CETRILEV NEO SO |
Phanndccutlcal {orm; _' filin-coated tableis 3 ma R | e I |
S Batch No.: | £223702 R I |
| Datcof manufacture: 132022 | Expioydates [10.2025
i 1&!1.&})"%13 pmf‘e{iure resuits <1
”CF."’ LOQUALITY | SPECIFICATION  'METHODS OF] REWLTS |
N, PARAMETER | Release  :  Shelfdife | CONIROL | "~ 77"°7
'1 1 Deseription White film coated, mund biconvex | p b, MQC, | )
] i tablets, scored, debossed with «f» on 1 ¥V mm]h Complies ,
N one side and «161s on other sig{e,_ ,.H...,.J ' [
27 Identification 1 The retention time of the major pu{lx 1p. 2 MQC, 51;'
~ HPLC in the chromatogram of the sample E Methed HPLC Complics |
v} method - sohution corresponds to that in-the T EP* 2.2.29 } -Ompies
| 1 | chromatograim of the standard 1 |
; | | solufion, as obtained in the {«:Assav»___! T I
; Curdled white precipitate forms with | . EP*231 |
i |« chlortdeg silver nitrate solution; the precipitate ¢ __ I
| 1 . dissolves easily in ammonia with the ] Conpligs "
i possible exeeption of o few large 4 i
oo patticles, whichdissolve slowly 1 SO DRI
172 chival purity | The retention time of the major peak “Method HPLC 3
: i the chromatooram of the sample P EP¥ 2229 .
solution corresponds to that in the. : = Complies i
j | chromatopram of the standard solution, | | i
od s obtminedin e «Chiralpurityy 4 o
3 i’mﬁwr W mﬂhi 103,53 mg £ 5. .0 % p. 3-MQC, 3 (07.23 mo
L | i {9835 mp —108.7) mp) | EP* 2, 9;““4“ - | Mrh_____jmmﬂ__ﬂ
4 ! ‘WAtﬂl conteni : Not more than 6.5 | Not more than 7.0 | p. 4 MQC |
j | % (m/m) Y (nym) _; Ep*_z.s.u . 4.3% (n/m)
L P U DU e m “...5 method A | SO :
3 ; Dissolutton | Nmt Tess than 75 % ((\) of tlie lﬂhbit(i ' p. S MQC,
[ | amouny of levocetirizine i LP* 293 EP* | 100 % ;
] i dxhydiaddoudc (C:z1!125(3.[?\1'2{73"QHCU 2.2, ”9 Method |
6 Uniformity of i Au“ epLnce 1,.;11 e {}_})Pﬁt more 15.0° |l . 6 MQC‘ ]
dpsage waits ' - Il Ep* Zr9.40. 19 1
_; | EP* 2.2.29, - |
0 S | I Method HPLC | ]
= St B
YKDA A MICFN Xapxig
V| ans CEPTUDIKATIB |
TOR "KOHARK IHTENMEL" {}
. NEEﬁliﬁE??ﬁ_- -i
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c 7 Related } | D7 MQC, |
| substances: | 1 r I\*’[eﬂmﬂ HPLC
r 1 (m/m) __1 ‘ L EP* 22209 -
r . - npurity | P Noimore 0.1 Y% \Itj't' more 0.1 % E ) Not Detecred -;
- tmpurity 2 +Notmore 0:2% - Not more 0.2 % | Below LOQ i
| ’ 1 (LOQ=0.011% m/m)
|~ inapurity 3 | Notmore0.2% | Notmore 0.2 % il Not Detected
: | ~impurity 4 1 Notmore0.1% | Notmore 0.1 % j NotDetected |
1 L - imipurity S 1 Notmore0.2% :Notmore 0.2 V%o { NotDetected |
| : = single. uﬂlmc.w«mi Notmore 0.20 % Nmt more 0.20 % | i 002 %
impurity { * l % !
- total Impurities | T\ol more 0.7% I Notmore LO% § 1 Voa% |
"8 | Chiral nurity: | Fp. § MQC, 3’ -
| S(-) isomer 1 Wotmore 1.5 % E Method HPLC + 0.5% |
) 1 EP*2229 b
9 Assayiesch | 0.9 MOC, |
| | iablet containg | Meth.:,d HPLC |
ji_iatm;rut::th_‘iiﬁinﬁ | EP¥22.29 {
- dihydrochioride: B 1 -
- mg:, - .75 525 1 5.08 mg
1 - Y%labeled 1 95.6-105.0 101.6%
' amourt H: S L L L o
110 " Micrybialogical | P10 MOC, |
1 Quality P EP*2 6.12 ) |
1L Total nerobic © Not more 10° CFU/g P 2.0.13, 5.1 4- Complies ]
‘microbial count. ! Hdmmnmad
+ {(TAMCO): : - ‘method 1 |
I 1 Tetal yeasts and | Not more than 10? CFU/g ! Corapliss
|  monlds count ¢ i i
HTYMO): - A
1 2. Tests for - Should be absert per 1 g 1
specthied [ )
| : micreorganisms: 4
Lo Escherichiacoll: T S
S i_!i}:&ﬁﬁﬁd_{{l}ﬂ A *»fr.,llon red colour o orangc. red i p. 11 MQC
i of eolour: - colour devetops numediately ]
_ |- titaniun dioxide] . N
* Al references behng to the current edition of the EP Pharmacopoeia
T Name | Aruna J}rﬂthz 5. N ],
Position of person authorising _t_i_;p batch release | Sr. }_f_i_;}}ﬁifgf__QA o . 1
S;cndmm of person d!.lﬂlt}l‘ihlng the hatch re!ease | ﬂ-j;‘? fi
s - - o oo e d
] Date of sngnaturﬂ N 1 - i
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_CEPTHOIKAT AHAJTIZY
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i
r.

Hazra npoay i HETPHHEB HEQO
Jlikapenka gopma; | TabaeTKH, BRKPHTI YIAIBKOE0I0 000JJOHKDNIG, NG S mr
] N Cepist No: | E223702
Jdata supoduuursa: | 11,2022 Hpuparani go: | 16,2025
PE?.V.FILTJ ' MPOREEHHS AHATILY
BUMOTH MKA
Ne | HOKA3ZHUKHI Ha saximrentia METOAN PE3YVIIETATH
| n/n SIKOCTI Tipu punycky TepMIiHY KOHTPOJIKO * |
I e _ OpHIATHOCTI
1 Once laoneraﬁ BthTl M TIBKOBOO . 1, MK,
0B0NIOHKOK, BINOTO XOIBOPY, Kpyryiol | Bizyansao
hopMHE, IBOOHIYKIL, 3 PUCKOO, 3 Bignosigac
panucon «H» 3 omrioro doxy ta «161»
i3 UMWIOND. R R
2 Iteurudixaria Uac yrpumysaHny OCHOBHOTO mika Ha | m. 2 MKXA,
— MeToa BEPX XpOMATOIpaMi #1npoboBYRaOro pozauHy | Merox BEPX
BIINOBUIAE [IaCy YTPUMYBAHHS. OCHORHOIO EP¥ 2.2.29 Binmosinae
[iKa Ha - XpoMarorpaMdt CTadJapTHOro
| pozulHY v BunpobysanH!  «KumxicHe
o GH3HaYCHIISY . L _
- XTOPUIL ' CuprmcTdai OUnid ocan )Lﬁﬁpmmﬂ 3 E_L*‘P* 2.3.1
PO3UWIMHOM HiTpaTy. cpidna; ocald IIBHONG:
POZUMHACTLCA B POZUMIL  AMIaKy, Riuosinac
o I . LUTOBLIAE.
IOTYCKACTLCS.  IBBICTE  ACKUILKGX
KPYIHAX  H3CtOK,  SKi  PO3YHBMOTESH
L |nosimHO e
| — XIpaJibHa Uac yTpMMYBAHHA OCHOBHOTO mika Ha | Meroj BEPX
YUCTOTA XpOMaTOtpaml BHUPOOOBYBAHOIO posudny | EP*.2.2.29
BITIOBLIAC MACY YTPHMYBAILiA OCHOBHOTO Binioriae
KA  [1a  XPOMATOrpanl  CTAHIAADTIIONO:
posuuny ¥ BHiipodysaaul  «XipanpHa |
- ) MU i
3 Cepennsg pMacs 10353 mr=35.0% {11, 3 MKS, 10783 nir
(98.35 mr — 108.71 mr) EP* 293 '
4 BaicT Boay U He 6inbmie 6.5 % | He 6immre 7.0 % 7. 4 MKH,
| RO (M/M) | EP* 2.5.12 4.3 Y (M)
| i | METOH A
5 Po3gHHCHHSA He meine 75 % (Q) BiA. HOMITaNBIIOTO | M. S MEKAX,
| BMICTY JICROUESTHPHIHHY EP*2.9.3 100 %
ST TIDOXAOPHAY (('lﬂHrqulNqu 2HCH | EP* 2,229, ’
| DOSUMISIETRCS 3. 20) XB | | Meron BEPX |
6 OpnopinuicTy, | UpuiivMaibbe 4ucio (I.L1} He e Ginse | 1. 6 MES,
] O30BAHUX L15.0 | EP* 2.9.40
'_ OJAHHHUL i 1 EP* 2.2.29, 3.2
| | Merox
. A BEPX

- —maw s T

- =
—

-?_P.l. amt er:‘m mﬂmn

'@'ﬂﬂ Ltmmwmﬂl -

| AED"
TO TKOHARK IHTEM |
0 o b'l g2g28 :




Ceprudirar Ne: I 03FP220[}8933

Cropuka2 32

CvynnoBLIHI
loMiIKH:
- JIOMIUKE |

- TOMIMKa. 2.

- JTOMINIKa 3
- JoMluka 4
+ o= AOMILIKA S
| - OJUHUYHA
HEBINOMA JOMIIKA

He 61mbiue 0.1 9%
He diuisme 0.2 9

He 6insime 0.2 %
He 6insmie 0.1 %

.- He Ouistre 0.2 %

He 6inpine .1 %
He Glsibe 0.2 %

He binsnie 0.2 %
He 6inpe 0.1 %
He Oinpiue 0.2 %

Merong BEPX
EP* 2,2.29

mn. 7 T\;ﬂ'{ﬂ,_' B

He 6inbie .20 % | He Ginme 0,20-%

He 6lapme 0.7 % | He 6insime 1.0 %

He susirneno
Hrxue MKB
(MKB=0.011 % m/m)
He Bushrieno
He Busaraero
He BugaBincHo
0.02 %

0.045%

| - CyMa JOMIILOK
XIpAAhHA |
UUCTOTAS

S(-} Bomep

lr 8 MK}I,
He Olnsnre 1.5 %

_EP*2.2.29

Meton BEP X

0.5 %

Kiabkicie
BUIHAYCHHH:
KOCHA TahleTka
MICTHTh
TEBOLICTHPH3HHY
AUTIAPOXITOPH
— MT

=90 Bl
 HOMIHAITBHOTO

- 3HAYSHHS

£ 950 - 105.0

1 9 MK,
| Meton BEPX

o p—

EP* 2209

4.75 = 5.25

508 wMi
131.6 %

10 Mikpobi ﬁ.norltmal

YHCTOTA
1. 3araanne

A e —r————T—— — -

| (TAMC): "
! 3araanHe 4ucino

| ApLKRIKOBUX TA

l TISIICEHeBHX

' IpliﬁlB (TYMC):

i 2. Bmlponymmm
| HA OKpCMI BILIE

Facherichia coll:

' He Suuwme 107 KYO/r !
q9HcI0 aepobuux !
MIKPOOPranizmin ©

MIRPOOPraHizMiB:|

1. 10 MICH,
' -;Z EP:‘:?..G.]?:*

| 'apMonizoBa
| HHH METOH

He 6imsme 10° KVO/r

M’m}rb t)ym 81/ (%% FHiB LT

2.6.13,5.1.4, |

|

Binnosinge

Bianosinac

Binanosuae

11

LienTndiags
GAPBHUHKA?
- THTARY JUOKCHT |

3abapBiieHHs Bi KOBTO-ICPBOHOTO 10
CPAILKERBO -UEPROHO IO ITOBUHIIO
NPOSIBHTHCH HEPAHHO

* BCILIOCHMNAHHA BITHOCSTRCS IO HIOYOro BMaanHA hapmakomnel EP

IIpissunie | Apyvua /pProri C.

Hocaxa ocob11, 81/N0BLAANLIION 38 BHNYCK cCpil

IHhanyc ocof1, BIMNOBIXANLAOL 32 BUNYCK ceplY

Cr1. Menemrep 351

—

HaTa mianucanis

12.01.2023

lleperaad 30IUCHEHO GAACHUKOM PECCIPAYITIINCO ROCEIOYEHHH

VeI AGTL Mifwiu

\| RIS CEPTUDIKATIB |if

TOB “KOHAPK IHTENMEL” |
NeRS51R2226

T




