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Dr.Reddy’s ‘;‘

Product : Allerway film-coated tablets 5 mg
[TpoaykT: Annepaii TaGNETKH, TOKPLITHIE NJIEHOYHOW 000JI0YKOMH, 5 M

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Batch No / : C2310243 Batch Quantity / © 1040300 tab /

Cepus Ne Obbem cepun 1040300 tab

Analytical Report No / : 890001684922 Date of Analysis / : 30/08/2023 B
AnanuTtuueckuii otuet Ne Jlara ananusa S

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026

JaTa npou3BoACTBa I'ozen no

_Analysis performed according ND: / Ananus nposeaen no HJI: JIII-Ne(001333)~(PI'-RU)-251022

Page 1 of4/Crp. 1u3 4

Ne Test / Iloka3zaTeanb

Result / Pe3yabsTaThl

Specification / Hopma

1 | Description / Onucanune

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. / OBaJibHble

JIBOSIKOBBIITYKbIE TabJIeTKH,
NOKPBITBIE TJIEHOYHOH 060104KOH
6enoro UBeTa, C OJAHOH CTOpPOHBI
rnajgkue, Ha  Jpyrod  CTopoHe

rpasupoBka «R 5». Ha nonepeunom
paspese aapo 6enoro LBeTa.

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. / OBasibHble
JBOSIKOBBIMYKJIbIE  TabJNETKH, MOKPLIThIE
nJjeHOYHOH ofoyioukoii 6erloro MIM noyTu
6€eJIoro 11BeTa, C OJIHOM CTOPOHBI TNajKue, Ha
Ipyroii cropoHe rpaBupoBka «R 5». Ha
NOMEePEeHHOM paspeze sApo oT Gesnoro Ao
TIOYUTH 6eJoro 1BETA.

2 | Identification
Levocetirizine/
HNaenTndpuxannsi

JleBoueTnpuznH

Complies as prescribed /
CooTBeTCTBYET TpeOOBAHUIAM

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”). / Bpemsi ynepknBaHus
OCHOBHOIO INHKa Ha  XpoMaTorpamme
UCIIBITYEMOTO pacTBopa JIOJXKHO
COOTBETCTBOBATb BPEMEHU  YJCPKHBAHUS
OCHOBHOTO INMKa Ha  XpoMarorpamme
pacTtBopa CTaHJapPTHOTO obpazua
NeBOLIETUPH3HHA JUTHAPOXJIOpHAa (pasiel
«KonuuecTBeHHOE OTnpesie/ieHUEY).

3 | Average weight /
Cpeansisi Macca

133.01 mg /133,01 mr

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ipumeuanne: Iponykr cootBercrayer Tpedopannsam HJT 3akmouenue: OJOBPEHO

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

IToarotosneno: [IpoBepeno: l@ Onobpeno: Menemxkep / PykoBoanTens
V

Date / Q \ro8~ 022 | Date/ _¢ Date /

Jara: JlaTa: 3\"\08 ML& Jlara: ARG




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
TponykT: Annepsaii TabNeTKH, MOKPbIThIE MJIEHOUHOH 000J104KOH, 5 M

Batch No/
Cepus Ne

Analytical Report No /
AHanutnuecknit otyet Ne
Date of Manufacture /
Jlata npousBoacTia

: C2310243 Batch Quantity / : 1040300 tab / R
Ob6bem cepun 1040300 tab
: 890001684922 Date of Analysis / : 30/08/2023
- Jata ananusa
: 07/2023 Date of Expiry / 1 06/2026
["ogen no

 Analysis performed according ND: / Anaaus nposeaen no HJIL: JITI-Ne(001333)-(PT-RU)-251022

Page 2 of 4/ Crp. 2 n3 4

4 | Disintegration /
Pacnagaemoctnb

Not more than 15 min /
He Gonee 15 muH

5 | Dissolution / PacTBopenue

NLT 80% (Q) of label claim of levocetirizine

dihydrochloride after 20 min.. / He menee
80 % (Q) OT HOMHHAIBHOTO COACpPXKAHUs

JIEBOUCTHPU3HHA AUTHAPOXAOpHIa 4Yepes

20 MuH.

05 min /05 uH
Unit-1/ Tabn.-1 96%
Unit-2 / Ta61.-2 98%
Unit-3 / Tabn.-3 99%
Unit-4 / Tabn.-4 97%
Unit-5 / Tabn.-5 98%
Unit-6 / Tabn.-6 98%

Related Substances / PoapcTBennnie npumecn

Impurity A / Ilpumecs A

Not detected / He oGnapyxeHa

Impurity B / ITpumecs B

0.01% /0,01%

Impurity C / I1pumecs C

Less than LOQ (LOQ: 0.030%) Huxe
npejiena KoMHYeCTBEHHOTO
onpenenenus (I1IKO : 0,030%)

Impurity D / TIpumecs D
0.004% /0,004%
Impurity E / [Tpumecs E
0.04% /0,04%
Impurity F / TIpumecs F Less than LOQ (LOQ: 0.047%) Huxe

Tipeaesia KoMN4YeCcTBEHHOTO
onpeneacHus (I1IKO : 0,047%)

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 %

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

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykt coorBeTcTBYET Tpeboannam HII

- .0

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / 1 Checked by / Approved by: Manager/Executive /
IloaroTosseHo: ITposepeHo: @7 Onobpeno: Menemxkep / PykosoauTtens
e y
Date / % ) o00A | Date/ Date /
. C, ~261 S Ty Q-
Hara: B3 L JlaTa: 3\4-@& Jara: S




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

| Mpoayxr: Annepsoii TabneTKH, MOKPBITHIE MIEHOUHOH 060M0YKOH, 5 MT

Batch No / - C2310243 Batch Quantity / : 1040300 tab /
Cepusa Ne O6BbeM cepun 1040300 Tad

Analytical Report No / : 890001684922 Date of Analysis / : 30/08/2023

Ananvtideckuii oruet No JlaTa aHanu3a

Date of Manufacture / 1 07/2023 Date of Expiry / : 06/2026

Jara nponzBosacTBa I'open no

Analysis performed according ND: / Ananu3 leOBeIle; no HJ: JITI-Ne(001333)-(PT'-RU)-251022

Page 3 0f4/Crp.3 n3 4

0.07% /0,07%

Impurity RCT-3 / Tlpumecs
RCT-3
Any individual unidentified

impurity / Jliobas eauHuuHas
HeuaACeHTH QULIMPOBaHHAS
TpHMech

BDL / perucrtpaunu

Not more than 0.30 % / He Gonee 0,30 %

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

Total impurities /
CymMMa npumeceit

0.1%/0,1%

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

7 | Chiral purity / XupanbHas
YHCTOTA

Loss on drying / IloTeps B
Macce NNpyu BbICYLIHBAHHH

Less than LOQ (LOQ: 0.0425%)
Hwxe npenena xoaMuecTBEHHOTO
onpenenenus (KO : 0,0425%)

S-isomer - not more than 1.5 %
S-nzomep - He 6onee 1,5 %

3.2%/3,2%

Not more than 6.0 % / He 6outee 6,0 %

Microbial enumeration tests* / MuxpoGuosnorndeckast aucrora*

a) Total Aerobic Microbial
Count / Ob61ee unucno
a3p0o0HbBIX MUKPOOPraHHU3MOB

Lessthan 10CFU perl g
Menee IOKOEB 11

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

b) Total Combined Yeast and
moulds count / O61iee yucno
JIPOMOKEBBIX U MIECHEBBIX
rpuboB

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

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

Pc) Escherichia Coli

Absent in 1 gram/

OrcyretByerB 1 1

Shell be absent in 1 gram /
OrcytcTBUE B 1 T

Remarks : The Product confirms to ND/
Hpumeuanne: [Tpoaykr COOTBeTC'I;BbeTpCGOBaHI/IﬂM HJL

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / > 2 “F Checked by / Approved by: Manager/Executive /

[ToaroroBnexo: ﬂ& [IpoBepeno: (@7 Onobpeno: Menexep / PykoBoanTtens
3

Date / O, | ~O%— 222 Date/ s Date / L

Jara: 9 ! 2 Jara: 3\?@8 Lb{l% Jara: SIS CE 3




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[Mponykt: Annepsaii TabNETKU, NOKPBITHIE NIAEHOUHON 000104KOMH, 5 MT

Batch No / . C2310243 Batch Quantity / . 1040300 tab /
Cepus Ne O6beM cepuu 1040300 TaG
" Analytical Report No / : 890001684922 Date of Analysis / : 30/08/2023
AnainTRUECKUH oTueT Ne | Hata ananusa i
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2026
JlaTa npouzsoncrea lNogen no

Analysis performed according ND: / Anaauns nposegen no HJI: JITI-Ne(001333)-(PI™-RU)-251022
Page 4 of 4/ Crp. 4 uz 4

10 | Uniformity of dosage units / 2.6 72,6 R Acceptance value (AV) should not be more
OnnopoaHoCThL A03MPOBaHHUSA than 15.0. / [loka3atenb NpyeMIEMOCTH
(AV) nomxen 66ITh He Honee 15,0.
11 _Agayll(o.nnllecnaeﬂﬂoe 5.00 mg/ 5,00 mr | Between 4.75 mg and 525 mg of
ompenenenne levocetirizine dihydrochloride per tablet. /

Ot 4,775Mr po 5,25 MI JeBOLlETHPU3UHA
JUTHIpoOXJopria B TabneTke.

12 | Packaging / ¥nakorka 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient
information leaflet in a carton pack. / Ilo 10 Tabnerok B 6nucrep us (I1IA/AJI/TIBX)
donwru / anromunueBoil onsru. 1o 3 Gmucrepa BMecTe ¢ IMCTKOM-BKIAABIIIEM B
NIauKy 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. /

* TIpoBOAUTCS NPOU3BOANTENEM TIPH BBINYCKE NEPUOANYECKH (C MHTEPBAIOM OIHO McnbiTaHMe Ha 10 cepuil UM He
meHee | pasa B ron). ITokazaTens MoxeT ObITh HE BKIIOUEH B cepTUGUKAT aHanu3a GUPMBIL.

API name / HaumenoBanue AOGC: Levocetirizine dihydrochloride / JlepoueTnpusuHa My IpOX0pHA
INN/MHH: ) Levocetirizine / JleBoueTHpusnH

AP1 manufacturer batch number / ACQHO000568, ACQH000387
Homep cepuu npoussoantens ADC:

FP Manufacturer API Batch number / FCQAO00937, FCQAQ0416

Homep cepun cyGcTaHIium
npouspoautes I'JIP:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Ilponseoautenans A®C, cTpana: H-p Pepnn’c Jlaboparopuc Jlta., Unaus
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [poaykr COOTBCTC‘%[)G6OBaHMﬂM HA 3aimouenune: OJOBPEHO

Prepared by / = __"Checked by / Approved by: Manager/Executive /
[loarorosiieHo: ITpoBepeno: 04)7 OpnobpeHo: Menemxep / PykoBoauTeb
2 S~

Date / 3',_92.—2% Date / g\(\c)gﬁ‘) M2 Date / 2y R N3

JHara: JlaTa: Mara:




