Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

—_— e

Product * Allerway film-coated tablets 5 mg
Mpoayw T Ansepnoii TabneTkH, MOKPLITEHIE NeHOYHOH obonoukoil, 5 Mr

Market / Puinox : Russia / Poccus
Batch No./ . Batch Quantity / . 1040300 tab /
Cepus N2 RERIOISE Pasmep cepun " 1040300 Tad
- al 1 No. :
Analytica Repovnt No. / . 890001721152 Date of Analysis / . 21/02/2024
AHaanTtHleckuit oTuer Ne Jata anannza
Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026
JaTa npouzpoacrea T'ogen no
Mfg. License No. /
IlponsBoAcTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT"-RU)
nuuensus Ne __

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Anaaus nposeaen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page 1 of 5/ C1p. 1 m35

Ne Test / Iloka3zaTens

Result / Pe3yabTaThl

Specification / Hopma

1 | Appearance / Onucanue

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. / OBannHblE
JIBOSIKOBBITIYKJIbIE TabjeTKy,
MOKPBHITHIE NIJIEHOYHOM

obonoukoii Oenmoro 1BeTa, C
OJIHOH CTOpOHBI TNaJKWe, Ha
Ipyroil cropoHe rpaBupoBka «R
5». Ha nonepeuHom pa3spese
saapo 6enoro Lpera.

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. / OBaibHbIC 1BOSIKOBBITYKJIbIE
TabneTky, MOKPhIThIE MICHOYHOM 060J04KOi
6eoro MIM TMOYTH 0enoro UBETa, C OXHOM
CTOpPOHBI TNaAKue, Ha JpYroil CTOpoHe
rpaBupoBka «R 5». Ha nonepeynom paspese
s,1po oT 6esoro A0 nNoyTu Oenoro UBeTa.

Identification
Levocetirizine/
HUpenTudukanus
JleBoneTHpU3NH

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 yaepkuBaHUs
OCHOBHOIO  NMKa  Ha  XpOMartorpaMmme
UCTILITYEMOT0 pacTBopa JIOJKHO
COOTBETCTBOBATbL  BPEMEHH  yINepXUBaHHS
OCHOBHOTO ITHKa Ha XpoMaTorpaMMe pacTBopa
cTaHaapTHoro  o0pazua  JleBOLETHPHU3MHA
aunrugpoxnopuaa (paznen «KonwyecTBeHHOe
onpeAeNesnen).

Remarks : The Product confirms to ND/

IIpumeuanne: Ilpoaykr coorBercTByeT Tpebopanusm HJI
2
22

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / 2. 17| Checked by / Approved by: Manager/Executive /
[MoxaroroBneno: lgo " ITposepeno: OpnobpeHo: MeHnemxkep / PykoBoauTtelb
Date / 0D Qo2 4, | Date/ 5 6Y) Date / sy, ALV
Jara: % % Hara: L0 (=g “ Hara:




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
NponykT: Anneppaii TabneTky, NOKpPLITHIE MEHOYHONH 000N0UKOHM, 5 MT

Market / Prinok

: Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepus Ne 5 C2401825 Pasmep cepun © 1040300 Tab6

Analytical Repourt No./ . 890001721152 Date of Analysis / . 21/02/2024
Ananntudeckuii oTuer Ne JaTta anannsa

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JaTa npon3BoiacTBA T'onen ao

Mfg. License No. /

IIpousBoacTBenHAst : S9/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
anueH3us No

Analysis performed according ND No / Anann3 nposeaen no HJI Ne: JIT1-Ne(001333)-(PT-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page2 of 5/ Ctp.2 m35

3 | Average weight /
Cpeansist macca

132.48 mg / 132,48 mr

| 133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 Mr+4 % (ot 127,92 o 138,58 mr)

4 | Disintegration /
PacnagpaemocTh

4 min/ 4 mun

Not more than 15 min/ He 6onee 15 Mmun

5 | Dissolution / PacTBopenne

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) oT HOMHHAIBLHOIO COAEpXKaHUs

JeBOLETHPH3MHA aUruapoxiopuna uepes 20

MHH.

Unit-1/ Ta6m.-1 98 %
Unit-2 / Tabn.-2 95 %
Unit-3 / Ta6n.-3 99 %
Unit-4 / Tabn.-4 98 %
Unit-5 / Ta61.-5 95 %
Unit-6 / Tabn.-6 | 96 %

6 | Related Substances / PoacTBeHHbIe NpuMecH

Impurity A /Ilpumecs A

Impurity B / Ilpumecs B

Impurity C/ Ilpumecs C

Impurity D / ITpumecs D

Impurity E / [Ipumecs E

Impurity F / Tlpumecs F

Not detected / He 06HapykeHa

0.01%/0,01%

Not detected / He o6HapyskeHa

Not detected / He oOHapyxeHa

0.04%/0.04%

Not detected / He obHapyxeHa

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

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

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

Remarks : The Product confirms to ND/

IIpnmeuanue: IIponykr cootBeTcTBYET TpeboBaHusm HJL
=
2

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / M%
TloarotoBneno; e

Checked by /

Approved by: Manager/Executive /

ITposepeHo: 4@ OnodpeHo: Menemxep / Pykosoautenb
S~
Date / 24-0) - Date / Date / ok, SAIVY
JaTa: W Jlata: (lu 0 Zz-ww Nata:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
TpoayxT: Ansiepaii TabneTkH, NOKPBIThIE NIEHOYHOH 080N10UKOH, 5 M

Market / PoiHok

: Russia / Poccus

Batch No. / . Batch Quantity / _ 1040300 tab /

Cepusa Ne A Pazmep cepun * 1040300 Tab

Analytical Repovrt No. / . 890001721152 Date of Analysis / . 21/02/2024
AHanuTHyecKkHii oTyer Ne JlaTa ananusa

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

Jara npon3soacTBa T'oren go

Mfg. License No. /

IIponsBoacTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jnuenzns Ne

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page3of 5/Crp.3 m35

Impurity RCT-3 / Tlpumech
RCT-3

Any individual unidentified
impurity / Jiobas eanHuuHas
HEeHIeHTUPHUIMPOBaHHAS
pUMECH

0.10%/0,10%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauuu (ITP =0,05 %)

Not more than 0.30 % / He 6o1ee 0,30 %

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

Total impurities /
Cymma npumeceii

0.1 %/0,1%

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

7 | Chiral purity / XupanbHas
YHCTOTA

Below LOD (LOD =0.0138 %) /
Huxe npenena obuapyxenus (110 =
0,0138 %)

| S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

8 | Loss on drying / IloTeps B
Macce IPH BbICYIUMBaHNH

2.2 %/2,2%

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

9 | Microbiological purity*/ Mukpo6unosoruyeckas 4ucTora*

a) Total Aerobic Microbial
Count / O61ee uncno
a3pO6GHBIX MUKPOOPTraHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10° CFU/g /
He 6onee 10> KOE/r

b) Total Combined Yeast and
moulds count / Ob1ee Yucno
JIPONOKEBBIX U NJIECHEBBIX
rpuboB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 10 CFU/g /
He 6onee 10 KOE/r

¢} Escherichia Coli

Absent in 1 gram /
OtrcyrcTByeTB 1 T

Shall be absent in 1 gram /
OrcyrcTBre B 1 1

Uniformity of dosage units /
OxHOPOAHOCTE 103 POBaHUS

la B I is Bie }
3.3/3,3

Acceptance value (AV) should not be more
than 15.0./ Tlokazarens npuemnemoctn (AV)
JloJI>KeH ObITh He H6onee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanne: IlpoaykT coorBeTcTBYET TpedoBanusm HJJ

Conclusion : APPROVED /
3aknwuenue: OJJOBPEHO

Prepared by /

=
(/-
[ToarorosneHo: ’%

Checked by /

Approved by: Manager/Executive /

[TpoBepeHo: @ OpnobpeHo: MeHnemxkep / PykoBoauteins
Date / 0402202 4 Date / QL(POZ/"%M Date / L Y
Jlara: JaTa: ’ Hara:




Dr.Reddy’s €5¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
TNpoaykT: AnnepBait TaGNeTKU, NOKPLIThIE MJIEHOYHOH 000104KOH, 5 M

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepuna Ne g C2401825 Pazmep cepun " 1040300 Tab

Analytical Repourt No. / . 890001721152 Date of Analysis / . 21/02/2024
AHAanHTHYecKHIT oT4yeT Ne Hara anananza

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JaTa nponssoacrsa T'onen no

Mfg. License No. /

IlpoussoacTeenHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
aunensns Ne

JITI-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Anann3 nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page 4 of 5/Crp. 4 u35

11 | Assay / KonnuecTBeHHOE

onpenejieHne

4.99 mg /4,99 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr neBOUETHpPU3WHA
IUTHAPOXIIOPUA B TabNETKE.

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / Ilo 10 Tabnetox B

onuctep

u3 (ITA/AJI/TIBX) donbru

/ antomuHueBoit ¢oneru. Ilo 1
OaKCcTepy BMECTe C MHCTPYKLeH no
TIPMMEHEHHU IO
BKJIA/IbIIIEM) B TAYKY KAPTOHHYIO.

(micTkom-

7 or 10tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 wnu 10 Tabnetok B OnucTep Hu3
(TIA/AJUTIBX) doneru / anroMMHHEBOM
¢donsru. Ilo 1, 2 unn 3 6nucrepa BMmecTe c
WHCTPYKUMEH 110 MPUMEHEHUIO (JIMCTKOM-
BKNAbIlIEM) B 11a4Ky 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.
* I1poBoAMTCA NPOU3BOINTENEM NPH BbIMYCKE NEPHOINYECKY (C MHTEPBAJIOM OJIHO HcIbITanue Ha 10 cepuii nnu He Menee 1 pasa B ron).
TTokazaress MOKCT ObITh He BKIIOUCH B ceprisiikar aHanu3a (pmMst.

API name / HanmenoBanue APC:

Levocetirizine dihydrochloride / JleBouletupnsnHa AMTHAPOXIOPUA

INN / MHH:

Levocetirizine / JleoleTHpU3NH

API manufacturer batch number /
| Homep cepun nponzsoanrens ADC:

ACQHO002924, ACQH002925

FP Manufacturer API Batch number /
Homep cepun cyocTaniuu
npouspoauteasn I'J1D:

FCQAO02244, FCQA02245

API Manufactured by & country /
IIponseoanrtens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penny’c Jlabopatopuc Jita., Muans

Name, address, authorization No for
FP manufacturing site / Control site /
| Release site /

Survey Ne41, (Formulations Technical Operations - Unit-111), Bachupally

Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),

Remarks : The Product confirms to ND/

I pumeuanne: I1poaykt cooTBeTcTBYET TpeboanusM HJI

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[Togrotosneno: A5"# Tlposepeno: OpnobpeHo: Menemxep / PykoBoauTens
Date / D LD Date / Date / oL NONA,
Hara: 24 6 Tara: 2Yr01- Doty Nara: ~4
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/ °® CERTIFICATE OF ANALYSIS
DI‘. Reddy S ‘,0 CEPTUDUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Tpoaykr: Annepaii TabneTkH, NOKPLIThIE NIEHOUHON 060J104KOI, 5 Mr

Market / Peitok : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /

Cepus No =CoASIees Pazmep cepun " 1040300 Tab

Analytical Repourt No./ . 890001721152 Date of Analysis / . 21/02/2024
ApanuTnyeckni oruer Ne JlaTa aHaJu3a

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

Jata npon3Boacrea Tonen no |
Mfg. License No. /

IlponsBoncTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)
nnuensna Ne

Analysis performed according ND No / Ananns nposeaen mo HJ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page Sof 5/Crp.5u3 5

HaumenoBanmne, aapec n Homep Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

JINIEeH3HH NJIOMALKH, No 59/RR/AP/97/F/R)

ocyllecTBJsIOLI e Yuactok Ne 41, (TIpousBoacteenHoe noapazaenenue-ll), bauynamim

NPOU3BOACTBO/KOHTPOJIbL Bunnapx, bauynannn Maunpan, Meauan Mankamxrupu JucTpukr,

kayecTBa/Bbimyck I'JID / bauynannu (B), bauynannu (M), Menuan-Manxamxrupu (), mrat
Tenanrana, Unaus (Jlunensus Ne 59/RR/AP/97/F/R )

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with
the GMP requirements (No. GMP-01887/21/IN dt. 28 April 2021) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing records are
verified and their compliance with Good Manufacturing Practice.

3akmoueHne o cooTBeTcTBUM: «HacTosiiuum s NOATBEpXk/Iat0, YTO NMPUBEIEHHAS Bblllle HHMOPMAIHS SIBISETCS] JOCTOBEPHOI
¥ TOYHOI. DTa cepysi NPOAYKLMH NMPOoU3BeAcHa (BKIOUas YNIaKoBKY (MapKUPOBKY) H KOHTPOJIb KAUECTBA) Ha BBIIIIEYKA3aHHOM
NPOU3BOACTBEHHON miomaake (MollankaXx) B TOJHOM COOTBETCTBUM ¢ TpeboBanuamu [lpaBun Haanexaruei
npoussoacTBeHHol npakTuku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpebGoBaHMSIMH KOHTpPOINST KadecTBa
NIeKapCTBEHHBIX CPEACTB, a TAKKE B COOTBETCTBMM CO crieLUMKAUMsIMU, COIAEpKAllUMHMCS B PErMCTPalOHHOM JIOChbe
CTpaHbl-UMIIOpTEpPa. 3alucH MO IPOU3BOJCTBY, YNAaKOBKE W aHanu3y MpPOBEPEHBl, H YCTAHOBJIEHO WX COOTBETCTBUE
Tpebosanuam IIpaBun Hagnexalleil NpoOM3BOACTBEHHON NPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Iponykr cootBeTcTBYET TpeboBaHusM HJJ 3axmouenue: OJJOBPEHO

D
Prepared by / o /““ Checked by / Approved by: Manager/Executive /
[loaroToBneHo: {g@’f [Ipoepeno: @ Opno6peno: Menemxep / PykoBoguTENb

g

Date / oy Date / ~20721 | Date/ JPTNE WL YW
Jara: 24 6 Jlara: 24O f Jara: =5




