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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIMBA

Product: Allerway tilm-coated tablets 5 mg

Batch No / : C2307825 Batch Quantity / 1040300 tab /

Cepust No O0bem cepun 1040300 Tab

Analytical Report No / : 890001673590 Date of Analysis / 13/07/2023 |
Ananythyecknit otueT No Jlata ananusa

Date of Manufacture / 1 06/2023 Date of Expiry / © 05/2026

Hara 1pou3BoACTBa Tonen no

Analysis performed according ND: / Ananms nposenen mo HJ[: JITT-Ne(001333)-(PT-RU)-251022

Ne.
1

Page1of4/Crp. 1 u3 4

Test / ITokaszaTenn

Result / PezyabTaTnl

Specification / Hopma

Des_cription / Onncanune

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, / OpasibHbie

MOKpbI

pazpes

9

Identification
S C
Levocetirizine/

Nnentudpukanus

JleBonern pu3HiIl

JBOSIKOBbINYKAbIC

Oenoro usera,
riaakue,
rpasupoBka «R 5». Ha nonepeuiiom

TabNETKH,
060n0uKoii
CTOPOHbI
CTOpOHE

MIEHOUHOH
Cc OoJHOM
npyroi

Tble
Ha
e a/1po Henoro 1peTa.

Complies as prescribed /
00TBETCTRYCT TPCOOBAIIISIN

3 | Average weight /
Cpennsisi macea

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. / OBaibHble
JIBOSIKOBBINYKITbIE  TAOAETKM,  MOKPLITbIE
NACHOUYHONH 000M0UYKON OENoro WM TMouTH
0ENOro UBETA, C OJAHONH CTOPOH bl FNAjKHE, HA
Jpyroit ctopoHe rpasupoBka «R 5». Ha
fonepeuiioM paspese Sapo OT Oenoro o
nouTh Henoro 1ReTa.

The retention time of the main peak in the
chromatogram ot test solution should comply
with the retention time of the main peak in the
chromatogram of levocetirizine
dihydrochloride reference standard solution
(section “Assay™). / Bpems yaep>xuBaHus
OCHOBHOFO ~ TNMUKA HAa  Xpomarorpamme
HCMBLITYEMOrO pacTBopa JIOJKHO
COOTBETCTBOBATL  BPEMEHH  YAEPXKUBAHUS
OCIIOBHOTO ~ MWKa 1la  XpomaTorpamme
pacTBopa CTaHAAPTHOrO obpasua
JEBOUETHPH3MHA AUTUApOXJIOpUAa (pa3aen
«KonuuecTpeHHoe onpeaencHe).

132.69 mg /132,69 mr

133.25 mg £+ 4% (between 127.92 and
138.58 my)/
133,25 mr =4 % (ot 127.92 go 138,58 mr)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
MNpusyedanne: [poaykT coorBeTcTBYET Tpebonanmsm )] 3akmoucnne: OJJOBPEHO
a V)

Prepared by / o4 Checked by / Approved by: Manager/Executive /

[ToaroToBseHO: < [Nposepeno: @ O.n00peno: Meneaxep / PykoroanTesb
S

Date / q,-c?,. Date / YN Date / AR

Jlata: z 2085 JMara: Q’O\(Oq 2072 JlaTa: =




Dr.Reddy’s ":‘.

Product: Allerway film-coated tablets S mg

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

Ilpoaykr: Anneppaii TadNeTKU, NOKPLITLIE NIEHOUNON 000JI0UKOH, S MT

Batch No / : C2307825 Batch Quantity / : 1040300 tab/
CepuaNe O6bem cepun 1040300 Tab
Analytical Report No / 890001673590 Date of Analysis / . 13/07/2023
Anannmauecknit otuer Ne JlaTa ananuza
‘Date of Manufacture / : 06/2023 Date of Expiry / 1 05/2026

JMara nponssojcTea

N'open 1o

Analysis performed according ND: / Auaaus nposenen no HJL: JITT-Ne(001333)-(PF'-RU)-251022

Diéinte_gration /
Pacnapaemocth

| Dissolution / PacTBopenne

Page20f4/Crp.2 uz 4

05 min /05 muH

Unit-1/Ta6n.-1 100 %
Unit-2 / Tabn.-2 103 %
Unit-3 / Tabn.-3 99 %
Unit-4/Tadn-4 | 103%
Unit-5 / Ta6n.-5 101 %
~ Unit-6/ Tadn.-6 10t %

Not more than 15 min/
He 6onee 15 mun

AEBOLETUPH3UHA AUTHAPOXJIOpUIA
20 MWH.

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min.. / He menee
| 80 % (Q) OT HOMWHANLHOTO COJEPIKAHUS

uepes

Rzlated Substances / Pogcrsel

THLIC HIpHMecn

Impurity A/ [pumeces A

_Tlﬁpﬁity B/ lpumecs B

_llﬁpn_riry C /Tlpumecs C

lTﬂpurity D/ Tlpnmecs D

Impurity E / [Ipumeck E

Impurity F / Tlpumecs F

Not detected / 1ie oGnapyskena
0.02%/ 0,02%
Not detected / He odnapyxeHa

0.01%/ 0,01%

Not more than 0.4 % / He donee 0.4 %

‘Not more than 0.4 % / He Gonee 0,4 %

Not more than 0 4 % / He fonee 0.4 %

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

0.04%/0.04%

Not detected / He obHapyxena

Not more than 0.4 % / He 6onee 0.4 %

‘Not more than 0.4 % / He 6osee 0,4 %

Remarks : The Product confirms to ND/
Ipumeuanue: Ipoaykt coorBeTcTBYCT TpedoBaHiisM HJL
.

Conclusion : APPROVED /
Zakmouenne: OJIOBPEHO

D)
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBnena; 7 [1poBepeiio: Onobpeno: Meunemxep / PykoBoauTens
<>~
Date/ ~1012 Date / O~ 200 Date / QS -0 ) SN
Hara: 29 @ 2 Jlara: 29 j' l JlaTa:




Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTTU3A

Product: Allerway film-coated tablets 5 mg
[Tpoaykr: Aniepssi TadNCTKI, HOKPBITBIC NJIEHOYHOI 000J10UKOi, 5 M

' Batch No/ - C2307825 | Batch Quantity / 1040300 tab /

| Cepust No O6bem cephu 1040300 a6
Analytical Report No / : 890001673590 Date of Analysis / - 13/07/2023
AnannuTnuecknii oruer Ne Hata ananusa -
Date of Manufacture / £ 06/2023 Date of Expiry / : 05/2026 -
Hata 1ponsBoACTBa I'open no -

| Impurity RCT-3 / ITpumech 10.06%/0,06%
| RCT-3 |

|
Any individual unidentified ‘B
impurity / Jliobas egunnunas |
HewaeHTHdGuuposaniias
npumecs [

Total impurities / 0.1%/0,1%
Cymma npumecei :

DL / peructpaumn

Analysis performed according ND: / éuanmn—pon;emzﬂ no HJI: JITT-Ne(001333)-(PI'-RU)-251022

Page3of4/Cip.3 3 4
Not more than 0.30 % / He 6oniee 0.30 %

Not more than 0.2 % / He Gonee 0.2 %

Not more than 1.5 % / He 6onee 1.5 %

‘Less than LOQ (LOQ: 0.0425%)
Huxe npeaena KonMYeCTREHHOTO
jonpenenetus (TKO : 0,0425%)

7 | Chiral purity / Xupanbnas
YHCTOTA

8 | Loss on drying / Iloteps B 2.5%/2.5%

| Macce Npi BLICYUWHBaHIN

a) Total Aerobic Microbial '.
Count / O61Luee yueno '
a’pOBILIX MHKPOOPTAHH3MOB

Less than 10 CFU per | g
Menee 10 KOEB I 1

b) Total Combined Yeast and |
moulds count / O6uiee vncno
NPOYIKEBLIX W NIECHEBBIX
rpHooB

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

| 9 | Microbial enumeration tests* / Mukpobnonornueckasi Uncrora*

S-isomer - not more than 1.5 %
S-uzomep - He Danee 1,5 %

[ "Not more than 6.0 % / 1le 6once 6.0 %

Not more than 10" CFU per | ¢/
He 6onee 10° KOE B 1 1
Not more than 10° CFU per | ¢/

He Gonee 10° KOEB I 1

¢) Escherichiu Coli Absentin 1 gram/

OTtcyTrcTBYeTB | T

3.0/3,0

10 Uniformity of dosage units / ‘
OaHOPOAHOCTL 1031 POBAHNS ‘
|

Remarks : The Product confirms to ND/
ITpumeuanue: Ipoaykt cootsercinyet Tpedosaniam HJJ

Shell be absent in | gram /
OtcyTtctBHe B 1 T

Acceptance value (AV) should not be more
than 15.0. / llokazatenb npHemMiemMocTy
(AV) nomkeh ObITh He onee 15.0.

Conclusion : APPROVED /
Zaxkmouenne: OJJOBPEHO

 Prepared by /
[Toarorosneno:

N
~—"| Checked by /
W F];;lee;eng: I/@

Approved by: Manager/Executive /
Onodpeno: Menejukep / Pykososrens

<~

Date/
Jlata

Date /
Jlara:

2903315

2.00H 0L

Date / as ._D-'\_w‘\;\')

. l_LaTa:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

Product: Allerway film-coated tablets 5 mg o
Tpoj ykr: AnjiepBaii TabeTKH, NOKPbITbiE NNEHOYHOIH 000104KOl, 5 M ) o
Batch No / : C2307825 Batch Quantity / : 1040300 tab /

Cepnst N ObbeM cepun 1040300 Tab

Ana]yticgl Report No / : 890001673590 Date of Analysis / 1 13/07/2023 -
Ananumiyeckuit oruer Ne Hata ananunza

Date of Manufacture / : 06/2023 Date of Expiry / : 05/2026

Jata npou3ssoacTBa - I'oneH no

Anab_f_sis_performed according ND: / Ananus nposeaen 1o HJL: JITT-No(001333)-(PI'-RU)-251022

B Pagedof4/Crp. 4 u3 4 _
11 | Assay / KoanuecTsennoe 5.00 mg/ 5.00 mr Between 4.75 mg and 5.25 mg of
onpejesienne levocetirizine dihydrochloride per tablet. /
Ot 4.75mMr po 5,25 Mr nesouerwpusnna
JAHTHAPOXJIOPUAA B TabJleTKe.

12 | Packaging / YnaxoBka 10 tablets in (PA/AI/PVC) foil/aluminum toil blister. 1 blister and a patient
information leaflet in a carton pack. / Flo 10 Tabnerok B 6ancrep us (I'NA/AJI/TIBX)
(onbru / amomuunesod ponbru. Tlo 1 Gnncrepy BMeCTe ¢ IMCTKOM-BKJIAAbILLEM B
nayvKy KapTOHHYH.

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

* [1pOBOAMTCS NMPOM3BOANTENEM TIPH BbILIYCKE HEPUOUMHECKK (€ MHIEPBAIIOM OAHO WCNbITaHke Ha 10 cepuit uim ne
meree 1 pasa B roa). [Nokazatens MOKET ObITh He BKAIOUEN B cepTH(UKAT ananiza pupmsl.

API name / Haumenosanue ADC: Levocetirizine dihydrochloride / Jlepouerpusnta AHTHAPOXIOPHAL
INN / MHH: Levocetirizine / Jlesouc 1upusin
API manufacturer batch number / ACQHO00386 R
Homep cepuu npoussoaurenss AGC: | o -
FP Manufacturer API Batch number / FCQAQ0415
Homep cepnn cybctannnn

- nponssoautens I'Id: .
API Manufactured by & country / Dr. Reddy's Laboratories Ltd.. India /

| HIpouzsoanrens A@C, crpana:

[[—_p Pepn’c ﬂaGo_pa‘l opuc Jita., Muaus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: Tlponykr coorsercTayet Tpedopanusam HJI Zakiouenne: OAOBPEHO

Prepared by / > - Checked by / Approved by: Manager/Executive /
[ToroTosneto: : I'lposepeno: [p— Onodpeno: Menexep / PykoBoauTtens
Date/ o pi zol 2 Date / . Date / as 40 e
Hara: ‘29 Jara: 290 A w2l JlaTa:




