CERTIFICATE OF ANALYSIS

CEPTHOIIRNT A A

b I e

No i Test / FlokazaTens Result / PesyasTaTes | Specification / Hopma
1 ! Description / Onncanue White colored, round, biconvex film- | White or off-white colored, round, biconvex
coated tablets with a break line on tfilm-coated tablets with a break line on one
onc side, White core on cross saction.  side. White 1o olf-white core on cross
! Kpyravie ABOSKOBLITYKLIE l section. / Kpymible neosxkopsimyrabie
TabneTKH, NOKPBITHIC ICHOMHOH | Tabnerku, TTOKPBITEIE e ovHoR
cGoaoukoii Geaoro usera, ¢ puckoi | obosiouxodl  Genoro MM pourd 6010
a ouio# cropone, Ha ionepeunom | upeta, ¢ pMCKoM Ha oinoili cropone. Ia
i paspeze agpo Genoro upeTa. MoTepeylioM paidpese f,1po ot Gedoro o
E MOYTH 0CI0r0 [[BETA.
|
|
|
E
Remarks ; The Product confirms to NI/ Conclusion : APPROVED/
Tipayeuanne: [po 1y K cOOTRETCTEYCT TPeO OB aIiiaM HJ1 Jarmouenne: OJ0LPTHO o

WI-CLOB-0A-0669-2.0



A ipore e o tia

CPPTHOHRNAT AHTATHA

.

2 !Tdentification, Cetirizine / Hiopsmnuocern. Hernpusin

i 1. HPLC/B3XX

!

'A’? uv spcctrophomn:igny / |

Y{O-criekTpopoTorMeTpus

| e
3 | Water / Boaa

4 | Uniformity of dosage units /
OanopoaHoOCTD
AJO3MPOBAHNY

Remarks : The Product confirms to ND/
Ipuyeyanne: [ipoayxr coorverersyer rpefopannam Hil

Complics as prescribed / The retention time of the main peak in the
COUTRCTCIRYET TPEOOBAHHAM chiromatogram  of test  solutionn should
comply with the retention time of the main
peak in the chromatogram of Cectirizine
Hydrochloride reference standard solution
(section "Assay"). / Bpemsi yucpmusaHus
OCHOBHOTO IHKa Ha  XpoMaTorpamme
MCTIBITYEMOTO pacTeopa A0UIKHO
COOTRETCTBOBATL  BPCMCHM  yep KMBAHMA
OCHOBHOIO TIMKa Ha XPpOMATOrpaMmMe
PacTs ()pl‘l cl ﬁH.‘lapTHﬂI‘O (lﬁ})&?ﬁﬁ
| LCTHpHM3KHA FHAPOXJIOp /12 (pazien

«KomivecTBeHH0e ONpeaencises).

Complies as prescribed / The UV-spectrum of the test solution and
CooTrercTBveT TPeGOBaAHHAM the Cetinzine  Hydrochloride reference
standard solution in the range 200 nm to 400
nim should exhibit maxima absorbance at
about the same wavelengths with an allowed
variation of 2 nm. / VY®d-cnexrpo
| TOMJIOLIEHHA  MCILITYCMOTO  pacinopa  ©
pacisopa CTAHJAPTHOLO o0pazua
LCTHPH3MHA TUAPOXIOPHAA B OUNACTH OT
200 1o 400 UM HO/DKHBL HMEIL MAKCHMYMb
NOICIOIIEHHS NPY ofHOH # Toit e pauHe
BOJHBL ¢ JIONYCTHMBIM OTKINOHCHMEN & 2
HM.

2.8% wiw/28% Not more than 8.0 % / He Gonec 8,0 %

309 3.0 Acceplance value (AV) should be not more
thon 15.0 /7 lloxaszaTens (ipHeMIEMOCTH
(AV) nomien SuiTh He Gonee 15,0,

Conclusion : APPROVED |
Barmouennc: OJIOGPEHO

WI-GLOB-QA-0654-2.0




CERIIK ATE OF ANALY SIS
"EPTHO®UKAT AHAJM
o
i
T 1
i
i !
| |
i { i}
| 5 | Dissolution / PacTBOopenne Unit-1 /7 Tagn.- | ‘)8’. 0 Not leas than 80% (Q) of the lubeled amount
i i —— of €y 1L<CIN,Oy 2HCI (cetirizine
-2 . e : ‘
Unit-2 / Tabn. 2 | dihydrochloride) after 30 min. / He menec
| Unit-3/ Ta6i-3 J 99 % 80 %0 (Q) OT HOMMHANLHOrO COJIEIKALIMS
' ' CaiHzsCIN;O;-2HC (LeTHpu3HHa
e QQos % x
I Unit-4 / Ta61.-4 1 99 "° JMIHAPOXI0PKA) wepes 30 mun.
L Unit-5 / TaGn-5 99 o/,
Unit-6 / Tabn.-6 T

6 Related In;purities by HPLC/
Ponerpenioie apusiecn
Impurity A/ Hpumecs A

| Not detected / 1re dGHélp}»’;KcH&
0.02% /0,02%

Not detected / He ofnapyxeta

Impurity B/ lpumees B
Impurnity C/ Ilpumecs C

Not detected / He obHapykeHa

Impurity E / Tpumecs E | 0.06% /0,06%

Impurity F/ Tlpumecs I

'Impurif;D ! Tlpumecs D

Not detected / 1e obHapysxeiia

10.07% /0,07%

Any  individual unidentified
impurity / Jlrobas eguuuyHas
HEeMICHTHOHIMPOBATTHAS
ﬂp}f‘vll:Cb

¥

- Total impuritics , 0.2%70,2%
\ Cyava npumecei

! i

L 7 | Assay / KosigecTBeHHOe
onpeac/icHue

9.87 mg /9,87 wr

98.7%: / 98,7%

Remarks : The Product confirms to ND/
Ipumeyanne: Ipoavir cOoTBETCTEY T TPeCoBuHNAM H/L

Conclusion :
Jarsuouenne: OJIOBPEHO

. &ot more than 0.2 % / He Gonee 0,2%
o/ He Bonec 0,2 %
Not more than 0.2 % / He 6onee 0,2 % -

"Not more than 0.2 % / He Gonee 0, 0, 2%

Not more than 0.2 7

Not more than 0.2 % / He 6omee 0,2 %
% / He Gonee 0.2 %.
2/ He 60m,e 0,2°

Not more than 0.2

Not I'El“!’i.. m

Not more than 2.0 % / He 6osnee 2,0 %

| Mot luss than 9.0 myg and not more than 11.0
mg Coy 1 CINO4 2HC (ceiirizine
dihydrochloride) m iablet (between 90% and
H\} » of label claim)./ Ot 9,0 mr no 11,0 wir
C-H-:CIN-O; - 2HCI (meTHpi3ung
miruppoxoiopi) B tabnerke (ot 90 % mo
110 % OT HOMHHLILHOIY COACPMANIN),

APPROVED /

o

WI1-GLOB-QA-0669-2.0
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CERTHICATE OF ANALYSIS
CEPTI EOIHRAT AA T A
i , !
i
|
st
(R N R
8 : Subdivision of tablets Complics as prescribed / | The tablets comply with the test, if not more
| GMopoAHOCTL MACC IIPH Coorsetersyver TpeboBaHKAM | than 1 mdlwdual mass 18 outs! dc the limits
. JesreHUE Tal/IeToK cof 85 U4 to 115 % of the averape mass. The

tablets fail to comply with {he test, if more
than 1 individual mass 1s outside these limits
or, if 1 individual mass is outside the limits
of 75 % to 125 % of the average mass. /
Tabnetky cOOTBETCTBYHOT TpeboBaHHAM,
ecnn He Hosee 1 ejuiHMYHan  macca
OTKJIOHHCTES 3a& npejeabl 85 Y% - 115 % or
cpeMed  Macehl. Tabnerku HE
COOTBETCTBYIOT TpeboBanusM, ccan Oosee
"yem | HHAHBMIYETbHASL MACCA OTKAGHECTCS
OT  OTMX  TPEeaenoB  Maw, ecan |
I[H,ﬂ.ﬂB’i‘I,})’ﬂ.’TbHﬂﬂ MACCa OTKAUGHAETCH 3a

! ' . : upcgcnm 75 %o - 125 % ot cpenueii Macce!.

9 if\licrabiﬂlogica! purity* / Murpobuoaorsvcckas yuerora®

' 2) Total Aerobic Microbial | Not Applicable | Not more than 1000 CFU/g /
Count / Oburee 4Hc © o He douee 1000 KOE/r
aopOBHBIX MBKPOOPTAHHIMOB
b) Total Combined Yeastand | ~ Not ._'aprlicnablu ‘Not more than 100 CF Ulg/
moulds count / OGiee gncio He 6onee 100 KOLE/T

NPOAOKEBBIX H TINECHEBLIX
rprdoB

¢) Escherichia Coli Not Applicable Shell be absentin 1 g/
OrevicrBue s 1 1

Remarks : The Product confirms to NI/ | Conclusion : APPROVED /
Hpameuauue: Ipoay T coorseretayer rpebopanuam HIT | 3ax.uonenne: OAOBPEHO ~
WI-GLOB-QA-0669-2.0

Pagc 4 of 6



10 ! Packaging ' ¥Ynakoesxa
= I=}

| XpaucHHe

,is

Lok
{

oo i

10 tablets in PVC/PVDC/Zaluminum
 blister. 3 Dblisters
i information leaflet in a carton. / 1o

and  peticnt

ERTIFICATE OF ANALYSIS
PPN ST AHA T3

10 tablets i PVC/PYVDCY aluminum blister.
2 or 3 blisters and patient inlormation leatlet
i carton. /

in a flo 10 ratacrox B
10 Tabsier10K 5 | HBXAIBIAX//amomuHmucronm Gaunerepe. Llo
HBNAIBAX /fanioMuanesom 2 nnu 3 GaMCTEPa BMECTC ¢ MHCTPYKLUMCH N0
G:uerepe. Tlo 3 GaMCTepa BMECTE C | IPMMEHEHMIO  YNAKORAHLI 8 Mauky
MHCTPYKIHeH 110 (IpUMElIeHHIO | KapTOHHYIO.
YAKOBANL! B NaYKY KapTOHHYIO.
{11 Iabeling / MapknpoBka According to ND / B coorsercienm ¢ HJJ
: .
12  Storage conditions / - At temperature below 25 °C. / Tpu remneparype He Bime 25 “C.
Shelf life / Cpoxr roanoctu ; 3 years/ 3 roga
“Test is performed periodically with the interval of 1 from 20 batches, or at least once a year. The test can
be absent in the Certificare of Analysis / Ipocodumes npouseodumeieas npu 6piinycxke nepueouecky. s
kaicdotr 20-o11 cepun v ne menee | paza ¢ c00. Hokasamens vioscem Gunineg e skmoven 6 Cepmudburain
QHATUIC P,
Remarks @ The Product contirms to NI/ Conclusion : APPROVIED /
[puseqanne: [poaver coorseicisyeT tpeboaniay H/' 3awunouchue: OJOLPLEHO

WI-GLOB-QA-(669-2.0
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