Dr.Reddy’s ‘,’o

CERTIFICATE OF ANALYSIS

CEPTHOUKAT ATLIAJIM3A

Product : Allerway film-coated tablets 5 mg

IposyRT: Asiepiiii 1abierkn. HoKpb! [ ble 1IeHoUHOI 000NIOUKOI. 5 M - -

Batch No / : C2308028 Batch Quantity / 1040300 tab / |
Cepus Ne - B | Obbem cepun 1040300 Tab

Analytical Report No / : 890001674363 Date of Analysis / : 25/07/2023 a
AHanuTHueckrii otuet No | [lara ananusa

Date of Manufacture / 0 06/2023 Date of Expiry / : 05/2026

Hara nponzpojcraa I'oned no

| Analysis performed according ND: / Anann3s nposeaen no HJ: JITI-Ne(001333)-(PI'-RU)-251022

No |

1 FesTription / Onncanne

Test / lloxkaszaTens

2 | Identification
| Levocetirizine/
|

Haenrndnkanus

I[eBOIlGTM PH3HH

_Average weight / _'
Cpennsis Mmacea

= -

Result / Pe;yE)TaTbl

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

JBOSIKOBLITYKJIbIE TabNETKH,
NOKPLITBIC  NJAEHOYHOH  000JNOUKOH
fejoro uBerta, ¢ OAHON CTOpPOHBI
rnagkWe,  Ha o Apyroil  cTopoHe

rpasuposka «R 5». Ha nonepeunom
pazpese sinpo Oenoro 1geTa.

Complies as prescribed /
Cootserciyer 1pedoBaiiism

132.65 mg /132,65 mr

Remarks : The Product confirms to ND/
Ipumeuanue: Iponykt coorsercTBYeT TpeGosanusam HJL

Page1 of4/Crp. 1 n3 4
Specification / Hopma

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. / OanbHbie
ABOSIKOBBINYKJIBIE  TAONETKH,  MOKPLITbIE
NAEHOYHOMH 000N0UKOU OENOTO 111 NoYTH
0€enoro 11BETA, ¢ OJJHOM CTOPOHLI raaakue, Ha
JIpYToil cTopoHe rpaBupoeka «R 5». Ha
nonepeuHoM paszpese AaApo oT 6enoro 10
NnouTH 0eSIoro UBeTAa.

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 yaepkusatis
OCHOBHOTO  MWKa Ha  XpOMATOrpamme
MCBLITYEMOro pacTBopa JOMKHO
COOTBETCTBOBATL  BPEMEIH  Y/ACPIKHBAHMS
OCHOBHOTO  NHKa Ha  XpOMaTorpamme
pacteopa CTaHAApPTHOTO obpasia
NE€BOUETUPU3HHA AUTHAPOXJIOpHAa (pazaen
«KonuuecTBeHHOE onpesienennen).

133.25 mg + 4% (between 127.92 and
138.58 mg)/
133,25 Mr £4 % (o1 127,92 no 138,58 mr)

Prepared by /

Moarorosneho: [ ,@1

| Checked by /
[Tpogepelto:

P

Date =
Zi]l;:/ Q:’w o 2/013

Date /
Jara:

| Conclusion : APPROVED /

3akmouenne: OJJOBPEHO
24

Y A
-’»EI"//\pproved by: Manager/Executive /
Onobpeno: Meneakep / Pykosoarieb

Q ;)_0;_20/)\9, Date /

QN ~ 0N ~NLe

Jara:




Qe
Dr.Reddy’s ‘.‘.‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
TTposyKT: AnjcpBail TadNeTKU. HOKLIThiE INEHOYHON 000I0UYKOH, 5 Mr

Batch No / C2308028 Batch Quantlty / 1040300 tab /
Cepust Ne - O6bem cepin 1040300 Tabd
Analytical Report No / : 890001674363 Date of Analysis / : 25/07/2023
AnanuTtaueckuit otuet No JlaTa ananuza
Date of Manufacture / 0 06/2023 Date of Expiry / 052026 o
Harta npousBoacTrea T'onew no

Analysis performed according ND: / Anamu3s nposenen o HJ: JITT-Ne(001333)-(PI'-RU)-25 1022

4 | Disintegration /
Pacnapaemoctn

05 min /05 un

Page2of4/Crp. 2 u3 4
| Not more than 15 min /

He 6onee 15 mun

s | Dissolution / Pactropenne Unit-1/ Tab.-1 96% | NLT 80% (Q) of label claim of levocetirizine
ST - [ 00 " s . i
| Unit2 / Ta6n.2 T 100% ]dlhg/dlochlonde after 20 min.. / He menee
| | 80 % (Q) or HOMUHANBHOIO coAepkaHHs
Unit-3 / Tadn.-3 | 98% NEBOUETHPU3MHA  AMTHAPOXJIOpIAA  uepes
Unit-4 / TaGs1.-4 i 970, | 20 Mum-
~ Unit-5/Tabn.-5 ‘ 100%
Unit-6/ Tabn.-6 | 99%
|
| _

Prepared by /
f [TojuoroBneto:

Date /

6 | Related Substances / PoacrBennnic npumecn

| o

‘ Impurity A/ Tlpumecs A
|

| Impurity B/ [lpnmecs B

Impurity C / Iptmees C

Impurity D/ Tlpumecs D

Impurity E /T paMer E

Impurity F / [pumecs F

Not detected / He obnapykena
0.01%/0,01%

Not detected / He oOHapyxeHa

0.01% /0,01%

[Less than LOQ (LOQ: 0.023%) Huxe
[npenena konuuecTBenHoOTO
onpegesnenns (INKO : 0,023%)

Not detected / ne obnapyseHa

| Not more than 0.4 % / He donee 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 Gonee 0.4 %

Remarks

: The Product confirms 1o ND/
Ipumeuanue: Hpoaykr cooteercTyeT TpeGosanuam HJJ

Conclusion

: APPROVED /
3alcn|0'|e}me: ONOBPEHO

s

Hara:

279 ”B—*(wtl | Hata:

ChecI\ecI by / > C)
ﬂposepeno

Approved by: Manager/[:xecutive /
Onobpero: Menemkep / PykosoauTent

[

Date/ 0 S

%1‘99 2025

_)],aTa:

Date /

A AT S0




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Product : Allerway film-coated tablets 5 mg

[pojykr: Amiepsii TabiieTkH, TOKPLITbIE NIEHOUHOH 00010UKOIl, 5 MI

CEPTHDOUHKAT AHAJIHI3ZA

Batch No / : C2308028 Batch Quantity / . 1040300 tab/

Cepust Ne - Obbem cepunt 1040300 Tab
Analytical Report No / : 890001674363 Date of Analysis / 1 25/07/2023
AHanuTiueckuit otuet No Jara ananusa

Date of Manufacture / 1 06/2023 Date of Expiry / : 05/2026 B
Jlata npon3BoOACTBA 'ogen 10

Analysis performed according ND: / Ananns nposenen no HJL: JITI-Ne(001333)-(PI'-RU)-251022

Page 3 of 4/ Crp. 3 n3 4

Impurity RCT-3 / Tlpumecs
RCT-3

0.04%

Any individual unidentitied
impurity / Jliobas ennununas
HeWAEHTH(PHULKPOBAHHAS
pUMech

Total impurities /
Cymma npumeceit

/0,04%

BDL / peructpauu

Not more than 0.30 % / He 60ne?0,30 %

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

0.1%/70.1%

Less than LOQ (LOQ: 0.0425%)

1npeaena KONMM4eCTBEHHOT O

2.4%/2,4%

| 7 | Chiral purity / Xnpajabnas
YHCTOTA Huxe
| onpenenenus (11KO : 0,0425%)
8 | Loss on Erying / Tlorepst B
Macce NPH BbICY IIHBAHHN
|
9

a) Total Aerobic Microbial
Count / Obuee uncno
a’poOHbLIX MHKPOOPraHM3mMoB

Microbial enumeration tests* / Mukpo6uosiorinueckast yncrora®

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

S-isomer - not more than 1.5 %
S-u3omep - ne doaee 1,5 %

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

Less than 10 CFU per | ¢
Menee 10 KOE B | 1

b) Total Combined Yeast and

moulds count / Obuiee uncno

JIPOJMOKEBRBIX 1 MJIECHEBBIX
rpudos

Less than 10 CFU per 1 g/

Menee 10 KOE B 1 1

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

' Not more than 10> CFU per | g:/
He 6onee 10 KOE B 1 1

¢) Escherichia Coli

Absent in | gram/
OrcyrerByet B | 1

Shell be absentin 1 gram /
Orcytetue B [T

Remarks : The Product confirms to ND/

IIpnmeuanue: Ipoaykt cooTretcTsyeT TpedoBanmsm HJJ

'

Conclusion : APPROVED /
Sakmouenue: QJIOBPEHO

Prepared by /
IToarotosneHo:

[

Checked by / ﬁ,ﬂw
ﬂp%epwo:%

Approved by: Manager/Executive /
Oa00peno: Meneaxep / PykosoauTens
3~

Date /
Jlara:

2409ty |

Date /

05303222

Ta:

Date /
Jlata:

an 09 A0N3




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHMOHUKAT AHAJIVIZBA

Product : Allerway film-coated tablets 5 mg
HpoaykT: Annepsail TaGACTKH. NOKPLITHIC IIEHOYHONH 000J0UKOH, 5 Mr

10

Uniformity of dosage units / 3.3/3.3

OLIHOpOL]HOCTb A03HPOBAHHS

Batch No/ - C2308028 Batch Quantity / 1040300 tab /
Cepus Ne - - O6bem cepuu 1040300 a6
| Analytical Report No / : 890001674363 Date of Analysis / : 25/07/2023
Ananutdecknii otuet No Hata ananusa - -
Date of Manufacture / 0 06/2023 Date of Expiry / : 05/2026
[lata nponssoacTsa I"oneH j1o

Analysis performed according ND: / Anannz nposejen no HI[ JITI-Ne(001333)~(PI'-RU)-251022

Page 4 of 4/ Crp. 4 uz 4
Acceptance value (AV) should not be more
than 15.0. / Tlokazatens npuemnemocty
(AV) nomnxeH ObITh He Oonee 15,0,

HAYUKY KAPTOHHYIO.

11 | Assay / Koanuecrsennoe 4.95 my/ 4,95 mr Between 475 mg and 5.25 mg of
onpejelieHic levocetirizine dihydrochloride per tablet. /
Ot 4,775 mr po 5,25 Mr neBoueTHpuiiina
JIMTHJIPOXJIOpRIA B TaOMETKe.
12 Packaging/Yna_Komca 10 tablets in (PA/AI/PVC) foil/aluminum foil blister. 3 blisters and a patient

information leallet in a carton pack. / [To 10 Ta6nerox 8 6ancrep n3 (IMA/AJI/IBX)
(honbri / antominueBoit donbrin. Tlo 3 Haucrepa BMecTe ¢ JIMCTKOM-BKIAAbILIEM B

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

* TIPOBOAMTCS MPOMZBOAMTENEM TIPH BLINYCKE NEPHOMIECCKH (C MHTEPBAAOM OJIHO HCMbITanKue Ha 10 cepuii Unu ne
menee | pasa g roa). IokazaTens MoueT ObITL e BKITIOUEH B cepTU(UKAT atannza GupMel.,

| API name / Hanmeuosanne AMC:

[ INN / MIIII: B

API manufacturer batch number /
Homep cepun npoussoanrenst AGC: |
FP Manufacturer API Batch number /
Homep cepnu cyberannun
upounssoautens I'JI(d:

Levocetirizine / JlesoueTupusun
ACQHO000387

FCQA00416

API Manufactured by & country /
Iponssoantens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Peann’c Jlabopatopuc Jlta., Mnans

|

Remarks : The Product confirms to ND/
M puseuanne: [ponykr cooretcTnvet Tpedosanmnam FJ

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO

j4p]
Prepared by / Checked by / =¥ Approved by: Manager/Executive /
[Toarorosneno; Iposepeno: Opnobpeno: Meneaxep / PykooanTeit
- R > .
Date / Date / - 4 Date/
]I;'r(;: ’)'4 0302} )’Ia:'lrtl' 29 @9 2224 Ila]:]' an -0




