Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
 [lpoaykT: Annepssii TabJETKH, NOKPbIThIE MIIEHOYHOH 060J104KOH, 5 MT

Batch No / : C2312862 Batch Quantity / : 1040300 tab /
Cepns Ne Obbem cepun 1040300 Tab
Analytical Report No / : 890001698215 Date of Analysis / : 02/11/2023
AHanuTuueckuii otueT Ne Jara aHanuza

Date of Manufacture / : 09/2023 Date of Expiry/ : 08/2026
JlaTta npon3BoacTBa T'onen po

Analysis performed according ND: / Anaaus npoBeaen no HJI: JIIT-Ne(001333)-(PT'-RU)-251022

Pagelof 5/ Crp. 1135

Ne Test / Iloka3zaTensb

Result / Pe3ynbTaThl

Specification / Hopma

1 | Description / Onucanne

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. White
core on a cross section. / OBanbHble

LBOSIKOBBINYKJIbIE TabneTKy,
NOKPLITbIE  EHOUHOH  000N0UKOH
fenoro LuBeTa, C OAHOW CTOPOHBI
rnajkue, Ha  Apyroi  cTopoHe

rpaeupoBka «R 5». Ha nonepeynom
paspese aapo 6enoro uBeTa.

Oval, biconvex, white to off-white, film-
coated tablets plain on one side and engraved
with “R 5” on the other side. White to off-
white core on a cross-section. / OBajbHble
JIBOSIKOBBINIYKNble  TabJeTKH, TMOKPBITHIE
niaeHoyHol obonoukoii Oenoro WM MOYTH
Genoro uBseTa, ¢ OHOH CTOPOHBI IMajikhe, Ha
apyroit ctopoHe rpaBupoBka «R 5». Ha
nonepeyHoM paspese sapo OT 6enoro no
nourty 6enoro 1BeTA.

2 | Identification
Levocetirizine/
Unentudpuxanus

JleBoneTupusnu

Complies as prescribed /
CooTeTcTBYeT TpeGOBaHUSIM

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of levocetirizine
dihydrochloride reference standard solution
(section “Assay”). / Bpems yznepxupaHus
OCHOBHOTO TNHKa Ha  XpomarorpammMe
MCIIBITYEMOTO pacTBopa JIOTIKHO
COOTBETCTBOBATL BPEMEHH  YJep)KHBaHHs
OCHOBHOIO INHKa Ha Xpomarorpamme
pacTtBopa CTaHJapTHOTO obpasua
NIeBOLETHPU3NHA JUrHApoXaopuaa (pasaen
«KonnuecTBeHHoe onpeeneHne).

3 '“Average weight /
Cpennss macca

L

132.69 mg/ 132,69 mr

133.25 mg * 4% (between 127.92 and
138.58 mg)/
133,25 Mmr+ 4 % (ot 127,92 no 138,58 mr)

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykt cooTBeTcTBYET TpeboBaHHaM H]L

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

2
Prepared by / /M Checked by / Approved by: Manager/Executive /
nOﬂFOTOBﬂeHOIg//' I1posepeno: Onodpeno: Menemxep / Pykosoautens
X sk
Date / .y 4 | Date/ Date / L oV
o&1-202 - 06112
Jlara: Jlara: 0 6 P) r P(Z’@Q/$ Jara:




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
ITponykT: AnnepBaii TabNeTKH, NOKPbITHIE MIEHOUHONH 000J104YKOH, 5 MT

Batch No/ 1 C2312862 Batch Quantity / : 1040300 tab /
Cepus Ne Ob6bem cepun 1040300 Tab
Analytical Report No / : 890001698215 Date of Analysis / 0 02/11/2023
ARanutuueckuii otuet No JlaTa ananu3sa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026
JlaTta npou3BoacTea T"onen no

Analysis performed according ND: / Ananus nposeaen no HJL: JIT1-Ne(001333)-(PI™-RU)-251022

Page2 of 5/Crp.2 u3$

4 | Disintegration / 05 min / 05 un Not more than 15 min /
Pacnagaemoctnb He 6onee 15 mun
5 | Dissolution / PacTBopeHnue Unit-1/ Tabn.-1 99% NLT 80% (Q) of label claim of levocetirizine
= dihydrochloride after 20 min.. / He meHee
Unit-2 / Tabn.-2 98% i
80 % (Q) OT HOMMHANBLHOIO COAEP!KAHUS
Unit-3 / Tabn.-3 98% NEBOLIETHPU3HHA JUTHAPOXJOpHAA  4Yepe3
Unit-4 / Tabn.-4 o7o, | 20 M
Unit-5 / Tabn.-5 100%
Unit-6 / Ta6n.-6 98%
6 | Related Substances / PoacTBeHHbIe npuMecH
Impurity A / Ilpumecs A Not detected / He oOHapyxkeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / [lpumecs B 0.02% /0,02% Not more than 0.4 % / He 6onee 0,4 %
Impurity C / I[Ipumecs C Less than LOQ (LOQ: 0.030%) Huxe | Not more than 0.4 % / He 6onee 0,4 % o

npexena KOJUYeCTBEHHOTO
onpenenenus (ITKO : 0,030%)
Impurity D / Ilpumecs D Less than LOQ (LOQ: 0.004%) Huxe | Not more than 0.4 % / He bonee 0,4 %

nipeaena KoJIM4eCTBEHHOTO
onpeaenenns (ITKO : 0,004%) [

1 0 6 1)
Impurity E / [Ipumecs E 0.04% /0,04% Not more than 0.4 % / He Gonee 0,4 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ipoaykt coorseTcTBYeT TpeGoBaknsam HJJ 3akmouenne: OJOBPEHO
Prepared by / | Checked by / Approved by: Manager/Executive /
Z
Ioarotosnexo: e [1posepeHo: ()ﬁ@ Onodpeno: Menemkep / PyxosoauTens
22 e

Date / N Date / Date / 1o
Hara: o€ ! / 2o Jara: DQ‘N) "\’1,0(2_/3 Jlata: 06 \
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CERTIFICATE OF ANALYSI

S

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[TpoaykT: Annepsaid TabneTku, NOKPbLITbIE MIEHOUHON 000J0UKOH, 5 Mr

Batch No / : C2312862 Batch Quantity / : 1040300 tab /
Cepus Ne O6bem cephn 1040300 Tab
Analytical Report No / : 890001698215 Date of Analysis / : 02/11/2023
AHanuTtuveckuit otuet Ne Jlata aHanusa

Date of Manufacture / : 09/2023 Date of Expiry / ¢ 08/2026
Jara nponsBoxactsa I"onen no

Analysis performed according ND: / Ananus nposeaen mo HJ: JIIT-Ne(001333)-(PI-RU)-251022

Page3 of 5/Ctp.3 m3 5

Impurity F / [lpumecs F

Below LOD (LOD = 0.014%) / Huxe
npeaena obHapyxenus (110 =
0,014 %)

Impurity RCT-3 / Ilpumech
RCT-3

Any individual
impurity / Jliobas ennHnuHas
HeuAeHTUPHULUMpOBaHHAS

npuMech

unidentified

0.07% /0,07%

BDL / peructpauuu

Not more than 0.4 % / He 6onee 0,4 %

Not more than 0.30 % / He 6onee 0,30 %

Not more than 0.2 % / He tonee 0,2 %

Total impurities /
Cymma nprmeceit

0.1%/0,1%

Not more than 1.5 % / He 6onee 1,5 %

7 | Chiral purity / Xnpanbuaa |Below LOD (LOD =0.0138%)/ S-isomer - not more than 1.5 %
YHCTOTA Huxe npeaena obuapyxenus (I1O = | S-uzomep - He bonee 1,5 %
0,0138 %)
8 | Loss on drying / IToTepsi B 2.9%/72,9% Not more than 6.0 % / He 6onee 6,0 %
mMacce IpH BhICYUIHBAHHH
9 | Microbial enumeration tests* / Mukpo6uosornueckasi yncrora*

a) Total Aerobic Microbial
Count / Ob1uee uncno
| @3pODHBIX MUKPOOPTraHU3MOB

Less than 10 CFU per 1 g
Menee I0KOE B 1T

Not more than 10° CFU ;;E:r lg/
He 6onee 10° KOE B 1 1

Remarks : The Product confirms to ND/
Ilpumeuanue: [lpoaykt coorBeTcTBYeT TpeboBaHuam HJJ

=

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Prepared by /

===
TMoaroTorieHo; >

Checked by /
I1poBepeHo:

D

Approved by: Manager/Executive /

OpnobpeHo: Menensxep / %Bﬂlfljenb

Date /
Hara:

o0& tl-221 3R

Date /
Jara:

OQ~N-~1W22

Date / oé,”,w’fv',l
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoaykt: AnepBaii TabeTkH, TOKPBIThIE NJIEHOYHON 000104KOH, 5 MP

Batch No/ : C2312862 Batch Quantity / . 1040300 tab/
Cepus Ne O6bem cepun 1040300 Tab
Analytical Report No / : 890001698215 Date of Analysis / : 02/11/2023
AHanNTHYECKUI oTueT Ne JlaTa aHanusa

Date of Manufacture / : 09/2023 Date of Expiry / : 08/2026

Jlata npou3BoacTBa I'onen no

Analysis performed according ND: / Anann3 nposeaes no HJ/I: JIIT-No(001333)-(PT"-RU)-251022

Page 4 of 5/ Ctp. 4 u3 5

b) Total Combined Yeast and
moulds count / Obuiee uncno
JPOXOKEBBIX U MNECHEBBIX
rpuboB

¢) Escherichia Coli

Less than 10 CFU per 1 g/
Menee IOKOEB 1T

Absent in 1 gram /
OrcytcTBYeTB 1T

Not more than 10* CFU per 1 g /
He 6onee 10° KOE B 1 1

' Shall be absent in 1 gram /
OtcyrcTBHEe B 1 T

MayKy KapTOHHYIHO.

10 | Uniformity of dosage units / 3.3/3,3 Acceptance value (AV) should not be more
OaHOPOAHOCTD 103U POBAHHS than 15.0. / [lokazatenb NpreMJIEMOCTH
(AV) nomxked 6bITh He Honee 15,0.
11 | Assay / KosndecTBeHHOE 4.93 mg/ 4,93 mr ‘Between 4.75. mg -and .5.25 mg of
onpeaegeHne levocetirizine:-dihydrochloride per tablet. /
‘ Ot 4,775vr po 5,25 Mr neBoUETHpPH3HHA
RUTHAPOXJOpHAA B TabneTKe.
12 | Packaging / YnakoBka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient

information leaflet in a carton pack. / I'lo 10 tabnerok B 6nuctep u3 (ITA/AJI/TIIBX)
donwru / antomuuueBoi gonwbru. ITo 3 GnucTepa BMECTe € NUCTKOM-BKaAbILUEM B

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least
1 time per year). The indicator may not be included in the firm's certificate of analysis. /

* [IpoBOAMTCS MPOM3BOAMTENIEM NPH BBIMYCKE NEPHOAHUYECKH (C HHTEPBANIOM OLHO MCNbITaHHe Ha 10 cepuii unu He
MeHee 1 pa3a B roa). [Toka3zarens MOXeT ObITh He BKIIOUYEH B cepTH(UKAT aHANH3a DUPMBI.

Remarks : The Product confirms to ND/
ITpumeuanne: [1ponykt cootBeTcTBYET TpeboBaHusM HJ|

[P

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / 2o /0}2‘/ Checked by / Approved by: Manager/Executive /
[lonroTosneHo: = IposepeHo: Q@ Onobdpeno: MeHemkep / Pykosoautens
Date / G|~ 202 |Date/ Date / == gl o
JHara: / 2 JlaTa: OG‘\N‘\W JaTa: 06 H




:.Dr. Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

[TpoaykT: Annepsaii TabneTKH, MOKPbLITHIE NNEHOYHOH 000I0UKOH, 5 Mr

Batch No / : C2312862 Batch Quantity / : 1040300 tab/
Cepust Ne Obbem cepun 1040300 tab
Analytical Report No / : 890001698215 Date of Analysis / : 02/11/2023
ARanuTuyeckuii otyet Ne JlaTa ananusa

Date of Manufacture / : 09/2023 Date of Expiry / : 0872026
Jlarta npou3BoacTBa ToneH no

Analysis performed according ND: / Anaan3 nposeaen mo HJ1: JITT-Ne(001333)-(PI"-RU)-251022

Page 5of S/ Crp.Su3 5

API name / HanmenoBanne ADC:

Levocetirizine dihydrochloride / JIeBoueTnpusnHa anruapoxnopua

INN / MHH:

Levocetirizine / JleBolleTHPU3UH

Homep cepuu cyOcranuvu
npoussoaurens I'JId:

API manufacturer batch number / ACQHO001655
Howmep cepun nponspoaurensi A®C:
FP Manufacturer API Batch number / FCQAO01617

API Manufactured by & country /
IIpoussoautens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pegnu’c Jlaboparopuc Jlta., Uunus

Remarks : The Product confirms to ND/

-

Npumeuanue: [NpoaykT cooTreTcTBYET TpeboBaHuam HJJ

Conclusion : APPROVED /
Zakmwuenne: OJOBPEHO

7

Prepared by / Z
Ionrotosneno: M

Checked by /

D

Approved by: Manager/Executive /

[IposepeHo: Onobpeno: Menenxep / PykoBoautenb
Date / Date / Date / == RS
Jara: &CP’ [-2025 JlaTa: OQ)F\[ fr\w Hara: 06 ik J




