Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[MponykT: AniepBa# TabIeTKH, NOKPLIThIE IEHOYHOW 060m0YKOH, 5 MI

Batch No / : C2316176 Batch Quantity / : 1040300 tab /
Cepus Ne ObbeM cepun 1040300 Tab
Analytical Report No / : 890001709654 Date of Analysis / : 30/12/2023
AHanuThuyeckuii otueT No Jlata aHannza

Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
Jlata mpon3BOACTBA T'oaen 1o

Analysis performed according ND: / Anann3 nposenen no HJI: JIT1-Ne(001333)-(PI'-RU)-251022

Page 1 of 5/Ctp.1 m35

Ne Test / Iloka3zaTeinb

Result / Pe3yabtaTsl

Specification / Hopma

1 | Description / Onucanue

Oval, biconvex, white film-coated
tablets, plain on one side and with "R
5" debossed on the other side. Off-
white core on a cross section. /
OsBanbHble JBOSIKOBBINTYKJIbIE
TabNEeTKH, MOKPBIThIE TIEHOYHOU
obosoykoil Oenoro uBera, ¢ OAHOM
CTOPOHBI I'1aJIKKe, Ha APYroi CTOpoHe
rpaBupoBka «R 5». Ha nonepeunom
pazpese spo NouTH HeJIoro 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. / OBanbHbEIE
JBOSKOBBITIYKTIbIe — TabJIETKH, MOKPbIThIE
MJIEHOYHOM 000j104KOH ©eNoro WiH IMoYTH
0enoro 1BeTa, ¢ OHON CTOPOHEBI TalkKue, Ha
Ipyrol ctopoHe rpaBMpoBka «R 5». Ha
HONepeyHoM paszpese SApo OT Oenoro 1o
MOYTH OeNoro LBeTA.

2 | Identification
Levocetirizine/
HpenTndnranus

JleBoneTupuznH

Complies as prescribed /
CootBeTcTBYeT TpeOOBaHUIM

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 ynepxuBaHus
OCHOBHOrO MNHKa Ha XpOMarorpamme
UCTIBITYEMOTO pacTBOpa JIOTDKHO
COOTBETCTBOBATb BPEMEHH  YAEPKWUBAHHS
OCHOBHOTO THMKa Ha  Xpomarorpamme
pacTBOpa CT@HJApTHOTO obpasua
JIeBONETUPU3UHA AUrHApOXJopuaa (pa3zaen
«KonnuecTBeHHoe onpenenecHuen).

3 | Average weight /
Cpennsist maceca

132.94 mg /132,94 mr

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

4 | Disintegration /
PacnapaemocTth

05 min/ 05 un

Not more than 15 min/
He 6onee 15 mun

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykt cooTBeTcTBYET TpeboBaHusM H]

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / ~7 Checked by / Approved by: Manager/Executive /

HO}lI‘OTOBJ‘leHOZ/- . [lposepeHo: OnobpeHo: Menenxep / PykoBoautens
S

Date / , ERPTEN Date / 2L Date / = }

Jara: Al Jara: 3‘\'\’2’ 0 l Jara: D




Dr.Reddy’s Q':'.

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMponykT: Annepsaii TabneTkH, NOKPLITHIC MIEHOYHOH 000J104KOH, 5 MT

Batch No/ : C2316176 Batch Quantity / : 1040300 tab /
Cepus Ne O6nem cepun 1040300 Tab
Analytical Report No / : 890001709654 Date of Analysis / : 30/12/2023
AHanutnyeckuil otuet No Harta ananusa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npousBoscTBa T'ozen no

Analysis performed according ND: / Ananans nposeaen mo HJI: JITI-No(001333)-(PT-RU)-251022

Page2 of 5/ Ctp.2 u3 5

5 | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 97% NLT 80% (Q) of label claim of levocetirizine
GRCETTRE S | oo | gyl s 10 i) e e
Unit-3 / Ta6n.-3 96% JIEBOLETUPU3HHA JMFUMAPOXIOpUJA uepes3
Unit-4 / Ta61.-4 o59, | 20 M
Unit-5 / Tabn.-5 88%
Unit-6 / Tabn.-6 94%

6 | Related Substances / PoacTBeHHbIe MpUMecH

_Impurity A /Tlpumecs A

Impurity B/ Ilpumecs B

Impurity C / ITpamecs C

Impurity D/ Tlpumecs D

Impurity E / ITpumecs E

Not detected / ne obnapykena

Less than LOQ (LOQ: 0.008%) Huxe
npefena KONHYECTBEHHOTO
onpenenenus (ITKO : 0,008%)

Less than LOQ (LOQ: 0.030%) Huxe
npefena KOJIN4ecTREHHOTO
onpenaenenuns (I1IKO : 0,030%)

Less than LOQ (LOQ: 0.004%) Hiuxe
npenena KONIMYeCTBEHHOT O
onpeaenenus (ITKO : 0,004%)

0.03% /0,03%

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

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

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: I1ponykT coorBeTcTBYET TpeboBaHusam HJI

Conclusion : APPROVED /
3axkmovenne: OJOBPEHO

Prepared by /
TloaroroBneno: -

Checked by /
IIpoBepeHo: L@

Approved by: Manager/Executive /
Onobpeno: Menemxkep / PykoBoanuTtens

S/’

Date / S\~ |2~ ko]
Jlata:

Date /
T 2 M~12-1023

Date /
Jara:

BIE L




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[TpoaykT: AsnepBaii TabneTky, NOKPEIThIE NJEHOYHOH 060104KOH, 5 Mr

Batch No / : C2316176 Batch Quantity / : 1040300 tab /
Cepust Ne Ob6beM cepun 1040300 Tab
Analytical Report No / : 890001709654 Date of Analysis / : 30/12/2023
Ananutuueckuit otueT Ne JHlaTta aHanuza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
lata npoM3BoACTBa Topen no

Analysis performed according ND: / Anaan3 nposegen no HJI: JITI-Ne(001333)-(PT-RU)-251022

Page3 of 5/ Crp.3 u35

Impurity F / [Ipumecs F

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jlrobas enuHn4Has
HEeHJIeHTHQUIPOBaHHAS
pUMech

Below LOD (LOD = 0.014%) / Huxe
npenena obHapyxenus (I10 =
0,014 %)

0.07% /0,07%

BDL / peructpauun

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

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

Not more than 0.2 % / He 6oxee 0,2 %

Total impurities /
CymmMa npumecei

0.1%/0,1%

Not more than 1.5 % / He Gonee 1,5 %

7 | Chiral purity / Xupaasnas  |Less than LOQ (LOQ: 0.0425%) S-isomer - not more than 1.5 %
YHCTOTA Hwxe npenena Konu4ecTBEHHOrO S-uzomep - He 6onee 1,5 %
onpenenenus (ITIKO : 0,0425%)
8 | Loss on drying / Iloteps B 2.9%/2,9% Not more than 6.0 % / He 6onee 6,0 %
Macce IIPH BBICYIINBAHUH
9 | Microbial enumeration tests* / Muxpo6uonornieckas yacrora*

a) Total Aerobic Microbial
Count / Obiiee uncno
a3pOOHBIX MUKPOOPTaHH3MOB

Lessthan 10 CFU per 1 g
Menee IOKOE B 1T

Not more than 10° CFU per 1 g/
He 6onee 1° KOEB 1 1

Remarks : The Product confirms to ND/
ITpumeuanue: IlponykT coorBeTcTBYET TpeboBanusaM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /

IloprorosneHo: - [TpoBepeno: L@ Onobpero: Menenxep / PykoBoautens
S

Date / 21~ |2 —o23 Date / K\P;Q’fw% Date / Tla N0

Jlara: Hara: Jara:




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

IponykT: Annepsail TabneTku, NOKPLITHIE

Product : Allerway film-coated tablets 5 mg

NaeHO4YHOH 060NoukoH, 5 MT

Batch No/ : C2316176 Batch Quantity / : 1040300 tab /
Cepust Ne ObnbeM cepun 1040300 Ttab
Analytical Report No / : 890001709654 Date of Analysis / : 30/12/2023
AHanuTHuYeckui otdet No Jlata aHanuza

Date of Manufacture / :11/2023 Date of Expiry / : 10/2026
Jlata Mpou3BOACTBA lonex no

Analysis performed according ND: / Anaans nposenen no HJ{: JITT-Ne(001333)-(PI-RU)-251022

Page4 of 5/Ctp. 435

b) Total Combined Yeast and
moulds count / O61ee ynucio
JIPOXOKEBBIX W TJIECHEBBIX
rpuboB

Less than 10 CFU per 1 g/
Menee I0KOEB 1T

Not more than 10 CFU per 1 g/
He 6onee 10° KOEB 1 1

c) Escherichia Coli

Absent in 1 gram /
OrcyrctBYeTB 1 T

Shall be absent in 1 gram /
OtcyrctBUEe B 1 T

10 | Uniformity of dosage units /

OnHopoaAHOCTL NO3HPOBAHNSA

4.0 /4,0

Acceptance value (AV) should not be more
than 15.0. / IloxazaTenb npueMiaeMocTy
(AV) nonxen 65ITh He 6osee 15,0.

11 | Assay / KosinuecTBeHHOE

onpeaejaenue

5.00 mg/ 5,00 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75Mr po 5,25Mr neBOLETUPHU3MHA
JUTHAPOXJIOPHAA B TabNeTKe.

12 | Packaging / YnaxkoBka

10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient
information leaflet in a carton pack. / TTo 10 tabnetox B 6aucrep n3 (IIA/AJI/TIBX)
¢donsru / amomunueBoit doneru. Ilo 3 6Gnuctepa BMecTe ¢ NMCTKOM-BKIAAbIILEM B
NayKy KapTOHHYIO.

* 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. /

* T1poBOOMTCS MTPOU3BOAMTENIEM TPH BBIMYCKE NEPHOANYEcKH (C HHTEPBAJIOM OOQHO McTbITaHMe Ha 10 cepuii M He
meHee | pasa B ron). [Toka3saresib MOXeT OBITH He BKJIIOUEH B CEPTUUKAT aHANN3a QUPMBI.

Remarks : The Product confirms to ND/

IIpumeuanne: IIponykt cooTBercTBYeT TpeOoBanusM HJI

Conclusion : APPROVED /
3akimouenne: OJOBPEHO

Prepared by / = Checked by / Approved by: Manager/Executive /
HourOTOBneHo;ﬁ,,kf Iposepeno: L@ OpnobpeHo: Menemxep / PykoBoaurens
— S
Date / v A Date / Date / 3
— 2 1 S5
Jara: 112 JHara: :{ \~ M- Q/E JHata: b




Dr.Reddy’s Qf

CERTIFICATE OF ANALYSIS

CEPTHU®UKAT AHAJIM3A
Product : Allerway film-coated tablets 5 mg
ITponykT: AnnepBaii TabneTky, NOKPHITHIE IIeHOUHOH 060104KOi, 5 MT
Batch No / : C2316176 Batch Quantity / : 1040300 tab /
Cepus Ne ObbeM cepuu 1040300 Tab
Analytical Report No / : 890001709654 Date of Analysis / : 30/12/2023
AHanuTudeckuit otuet Ne Jlata ananusza
Date of Manufacture / : 1172023 Date of Expiry / : 10/2026
Jata npousBoacTsa l'open no
Analysis performed according ND: / Ananus nposenen no HJI: JITI-Ne(001333)-(PI'-RU)-251022

PageSof5/Ctp.5u3 s

API name / HanmenoBanue APC:

Levocetirizine dihydrochloride / JleBouieTHpU3MHA AUTUAPOXIOPHLI

INN/ MHH:

Levocetirizine / JleBoueTHpH3NH

Homep cepun cy6cTannuu
npoussoauTens I'JId:

API manufacturer batch number / ACQHO001706
| Homep cepun npoussoantenst ADC:
FP Manufacturer API Batch number / FCQAO01618

API Manufactured by & country /
Ilpouspoaurtenn A®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c JTabopartopuc Jita., Unaus

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykt cooTBeTcTBYET TpeboBaHmsim H]I

Conclusion : APPROVED /
3aknrouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: IIpoBepeHo: Onobpeno: Menenxep / Pykooaurerns
_‘_’___,_.--——" V
Date / Date / Date / <
» (R R R LS
Jara: 31—\t Hara: l\”) 1—’72’07’2 JaTa: >




