Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIM3A

Rrodua : Allerway film-coated tablets 5 mg
IlpoaykT: Annepsait TabeTKH, NOKPLITHIE MIIEHOYHON 000M04YKOM, 5 MI

Market / Poinok

: Russia/ Poccus

Batch No./ . Batch Quantity / . 1040300 tab /
Cepusi N2 SIS Pazmep cepun " 1040300 Tat
ical . -
Analytica Repoult No./ . 890001720857 Date of Analysis / . 20/02/2024
AHaJuTM4YecKknii oTueT No Jata ananu3za |
Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026
JlaTa np OM3BOACTBA I'oaen no
Mfg. License No. /
IIpousBOidcTBEHHAst : 59/RR/AP/97/F/R MA number: / Homep PY : JIIF-Ne(001333)-(PI'-RU)
JauneH3us Ne

Analysis performed according ND No / Anann3s npoBenen no HJI Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIII-Ne(001333)-(PT"-RU) ot 15.11.23

Pagelof 5/Crp.1 m35

Ne Test / IToxazaTeanb

Result / Pe3ynabTaThl

Specification / Hopma

1 | Appearance / 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. / OBanbHble
JIBOSIKOBBINYKJIblE TabeTky,
NIOKPBITBIE TJIEHOYHOH 000J04KOH
Oejoro uBeTa, C OAHOH CTOPOHBI
rnajkue, Ha Jpyrod  CTOpOHe
rpaBupoBka «R 5». Ha nonepeunom
paspese sapo 6enoro usera.

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. / OBanbHBIE BOSIKOBBINYKIIbIE
TabJeTKy, MOKPBIThIE IJIEHOYHOHI 0605104KOH
fOenoro uidM nodtd O6enoro UBeTa, ¢ OAHOMH
CTOpPOHBI TNAJIKUE, Ha Jpyroil CTOpOHe
rpaBupoBka «R 5». Ha monepeunom paspese
sipo oT 6enoro 1o nouty Genoro LBeTa.

2 | Identification
Levocetirizine/
Anentuduxanus
JlepoueTHpu3nH

Complies as prescribed /
CooTseTcTBYeT TpeGOBaHHAM

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 yaepuBaHus
OCHOBHOTO  MMKa Ha  XpoMarorpamme
HCIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATH  BpPEMEHH  YAEPKUBAHHS
OCHOBHOTO TIMKa Ha XpOMaTorpaMme pacTBopa
cTaHzapTHoro  obpa3la  JIeBOUETHPH3HHA
qurnapoxnopusa (pasaen «KonudecrsenHoe
OTIpELeNEHUEN ).

&verage weight /
Cpennsis macca

|

132.95 mg/ 132,95 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 /
L Pacnapaemocth

4 min/ 4 Mun

Not more than 15 min / He 6onee 15 MuH

Remarks : The Product confirms to ND/
IIpumeuyanne: Ilponykt coorBeTcTBYeT TpeboBanusimM H]

[ e

Conclusion : APPROVED /
3akmouyenne: OIOBPEHO

Prepared by /

"

5 &2
Il oIIrOTOBneHo:LKC(”p/

£1,Checked by /
ITpoBepeHo:

o

Approved by: Manager/Executive /

OpobpeHo: Menenxep / PykoBoautens
S~

Date /
Jara:

Date /
Harta:

22-01—-202Yy

Date /
JHara:

U —G -‘\.v\H




Dr.Reddy’s Q%.‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product :Allerway film-coated tablets 5 mg
Mpoayx ™ Annepeoii Tabnerky, NOKpPsIThE NaeHoyHoH obonoukoit, 5 mr

Market / Poinok

: Russia / Pocchs

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

Cepns Nt o CZAIDGT Pasmep cepun 1040300 Tab

Analytical Repovrt No. / . 890001720857 Date of Analysis / . 20/02/2024
AHanuTHYecKnii oTyeT Ne Jarta anaansa

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

HaTa npousBoacraa T'ogen po

Mfg. License No. /

HpounsBoicTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JIHLEeH3HA N

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

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

Page 2 of 5/ C1p.2 135

5 | Dissolution / PacTBopenue Unit-1 / Ta6n.-1 95 % NLT 80% (Q) of label claim of levocetirizine

Unitn / Tabno 100% 0dlhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMMHANBLHOIO COACPIKAHMS

Unit-3 / Tabn.-3 97 % JICBOLUETHPU3HHA Iuruapoxaopuna uepes 20
Unit-4 / Tabn.-4 7% | M
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 101 % |

6 | Related Substances / PoacTeennsie npumecu

Impurity A / Hpumecs A

Impurity B / Ilpumecs B

Impurity C / [Tpumecs C

Impurity D/ I[Ipumecs D

Impurity E / I1pumecs E

Impurity F / I[Ipumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Not detected / He oOHapyxeHa

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

0.01%/0,01%

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

Below LOD (LOD = 0.006 %) /
Huxe npenena obHapyxenus (I10 =
0,006 %)

Not more than 0.4 % / He 6o1nee 0,4 %

Not detected / He oOHapy>xeHa

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

0.05%/0,05%

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

Not detected / He 06HapyxkeHa

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

0.09%/0,09%

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

Remarks : The Product confirms to ND/
IIpumeuanne: IlpoaykT cooTBeTCTBYET TpeboBaHusM H]T

72

Conclusion : APPROVED /
3akmouenne: OJJIOBPEHO

Prepared by /

W=
IMoaroToBnex ogf‘y

v Checked by /

Approved by: Manager/Executive /

Ilposepeno: Onobpeno: Menemxep / PykoBoantens
. S
Date / 2 02 Qo Date / _mn7 2oty | Date/ N PPy
Hara: 2 24 Jara: -0t JHarta: L




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
NpoayxT: Annepssii TabneTky, NOKPLITHIE MNIEHOYHON 060/104K0H, 5 M

Market / Poinox

: Russia / Poccus

Batch No./ . Batch Quantity / 1040300 tab /

Cepus Ne 5 C2401967 Pazmep cepun 1040300 Tab

Analytical Repovrt No./ . 890001720857 Date of Analysis / . 20/02/2024

ABanuTHYecKHii oTueT Ne JaTta ananusa B
Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JlaTa npon3BOACTBA I'open no

Mfg. License No. /

IIpou3BOACTBEHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)

nauueH3ns Ne

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

Page3 of 5/Crp.3 m35

Any individual unidentified | Below BDL (BDL=0.05 %)/ Not more than 0.2 % / He 6onee 0,2 %
impurity / Jliobas exnnnwuHas | Huxe nopora peructpauuu (I1P
HeuJeHTU GUUpoBaHHas =0,05%)
IpUMECh
Total impurities / 0.1 %/0,1% Not more than 1.5 % / He 6onee 1,5 %
CymMma npumeceit
7 | Chiral purity / Xupanbuass  |Below LOD (LOD = 0.0138 %) / S-isomer — not more than 1.5% /
YHCTOTA Huxe npenena obnapyxenus (110 = | B o
0,0138 %) S-uzomep — He 6onee 1,5 %
8 | Loss on drying / IloTeps B 2.4 %/2,4 % Not more than 6.0 % / He 6onee 6,0 %
macce NpU BLICYIIHBAHUH
9 | Microbiological purity*/ Mukpo0Hnosoruieckasi yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /
Count / Ob1uee ynciao Menee 10 KOE/r He 6onee 10° KOE/r
a3poOHBIX MUKPOOPraHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ | Not more than 10> CFU/g/ ]
moulds count / Obimee uncio Menee 10 KOE/r He 6onee 10> KOE/r
JPOXCKEBBIX W TIIECHEBBIX
rpuboB
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcytctByeT B 1 1 OrcyrcTBUE B 1 T
10 | Uniformity of dosage units / 4.2/4,2 Acceptance value (AV) should not be more
OAHOPOOHOCTH J03UPOBAHHUS than 15.0./ Tlokasarens npuemaemocty (AV)
noJikeH ObITh He bosnee 15,0.

~

Remarks : The Product confirms to ND/
IIpumeuanne: [IponyxT cooTBeTcTBYET Tpeboranusm HJJ

)

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO

Prepared by /
IToaroToBneHo;

Checked by /
[IpoBepeno:
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Approved by: Manager/Executive /
Onobpetio: Menemkep / PykoBoauTtens
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJTU3A

Product : Allerway film-coated tablets 5 mg
MpoaykT: Annepeaii TabneTku, NOKPbIThIE NNEHOUHOH 060/104KOMH, 5 MI

Market / Poinok : Russia/ Poccus

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

Cepust Ne DSy Pasmep cepun © 1040300 Tab

Analytical Repo:‘t No./ . 890001720857 Date of Analysis / . 20/02/2024

AHaJnTHYECKHIl oTueT No JaTa aHaamn3a |
Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JlaTa npon3BoacTBa I'onen no

Mfg. License No. /

M poussoacreennas : S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

JuneH3us Ne

Analysis performed according ND No / Ananus nposeaen no HJl Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JII-Ne(001333)-(PT-RU) ot 15.11.23

Page 4 of 5/ Ctp. 4 m3 5

11

Assay / KosimuecTBennoe

omnpeaelienue

4.93 mg/ 4,93 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr po 5,25 Mr JeBOLETHpHU3MHA
JUTHAPOXJIOPHAA B TabNETKe.

12

Packaging / Ynakoska

10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabnetok B
onucrep 3 (ITA/AJI/TIBX) dbonbru
/ antomMnHueBol Qoneru. Ilo 3
6nilcTepa BMECTe C MHCTPYKLMEH no
TIPUMEHEHHUIO (nucTKoM-
BKJabILIEM) B MAa4Ky KapTOHHYIO.

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.

/ Ilo 7 nnu 10 Tabnerok B OGnucTep WH3
(TTA/AJITIBX) donern / alOMUHUEBOMU
donbru. Ilo 1, 2 unu 3 Onuctepa BmecTe ¢
MHCTPYKUMEH MO NPHMEHEHHIO (JIHCTKOM-
BKJIaJIbIIEM) B TaYKy KapTOHHYIO.

* ]t 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 analysts.
* TIpoBoANTCS POU3BOAMTENEM MPH BbINYCKE MEPHOANYECKH (¢ HHTEPBAJIOM OJHO UcnbITanue Ha 10 cepuit nim He menee 1 pasa B ron).
TokazaTenb MOXkeT ObITH He BKIIOUEH B CepTH(MKAT aHATH3a (PHPMbI

API name / HaumenoBanune A®C:

Levocetirizine dihydrochloride / JleoLleTHpU31HA TUTHAPOXIOPHI

INN/ MHH:

Levocetirizine / JlepoueTHpu3nH

API manufacturer batch number /

npon3poauTtens I'J1dD:

Homep cepun nponzpognrtenss ADC: G
FP Manufacturer API Batch number /
Homep cepnu cydcTannnn FCQA02245

API Manufactured by & country /
IIpoussoautens ADC, crpana:

Dr. Reddy's Laboratories Ltd., India /
J-p Penny’c Jlaboparopuc JIta., Unaus

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

Survey Ned 1, (Formulations Technical Operations - Unit-111), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),

Remarks : The Product confirms to ND/
IIpumeuannue: [lponykt coorBeTcTBYET TpedoBaHusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

)
Prepared by / - > &2 | Checked by / Approved by: Manager/Executive /
HOHI‘OTOBneHuC_?jW [1posepeHo: d@ Onobpeno: Meneaxep / PykoBonnTenb
L& 32—
Date / 0002 Dpp 4 Date / 27201~y Date / A3 - GOy
Jlara: Jlara: Jara:




@
DI". Redd y,S ‘.0. CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
[Product : Allerway film-coated tablets 5 mg
MpoaykT: Anneprait TadneTku, NOKPLIThIE NIEHOUHON 060104KOM, 5 MI
Market / Peinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepnsn Ne - C2401967 Pasmep cepnn " 1040300 ta6
Analytical Repovrt No. / . 890001720857 Date of Analysis / . 20/02/2024
|AHaNuTHYECKHIT 0T4eT Ne Jara ananusa |
Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026
JlaTa npon3BoACTBA T'onen no
Mfg. License No. /
IponsBoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JnueHsust Ne
Analysis performed according ND No / Anasaus nposenes no HJI Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITE-Ne(001333)-(PT-RU) o1 15.11.23

PageSof 5/Crp.5u3z 5

HaumenoBanue, angpec 1 Homep Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

JIMLIEH3UH MJIOLAAKH, No 59/RR/AP/97/F/R)

ocyImecTBJIAIeH VYuactok Ne 41, (IIpousroacteenHoe nonpasaenenue-1ll), bauynansm

IIPOU3BOACTBO/KOHTPOJb Bunnamxk, bauynamnu Manpan, Menuan Mankamokrupu JUCTPHKT,

KavecTBa/Boinyck [JID / Bauynannu (B), bauynannm (M), Meauan-Mankamxrupy (1), mrar
Tenanrana, Unaus (JIuuenzus No 59/RR/AP/97/F/R)

Declaration of certification: «l 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.

3aKJII04€eHre O COOTBETCTBHH: «HacTOALINM 5 TOATBEPXKAALO, YTO NPUBEAEHHAS Bhillie HHPOPMALWs ABISETCS AOCTOBEPHOM
¥ TOYHOH. DTa cepus NpOAYKLMY NPOKM3BEAEHA (BKIIIOYAS YNaKOBKY (MapKUpPOBKY) U KOHTPOJb KauecTBa) Ha BeIIIIEyKa3aHHOM
NpPOU3BOACTBEHHON mnowaake (Miowankax) B MONHOM COOTBETCTBMH ¢ TpeboBaHusmu IlpaBun Hamnexaiuei
Npou3BoACTBEHHON npaxktuku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeGoBaHWAMM KOHTPOJs KayecTsa
JIEKApCTBEHHBIX CPEACTB, & TAKKE B COOTBETCTBHM €O CHEeUUPHKALUSIMH, COAEPKAUMMNUCS B PErMCTPALMOHHOM J0ChE
CTpaHbl-UMNOpTepa. 3anucH N0 TPOU3BOACTBY, YNAKOBKE M AHANU3Y NPOBEPEHbl, W YCTAHOBNEHO WX COOTBETCTBHE
TpeboBanuaM IlpaBin Hannexanieil NPoR3BOACTBEHHOM MPAKTHKH.

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

IIpumeuanue: [1poaykt coorBeTcTBYET TpeGoBansm HJT 3axaoyenne: OJJOBPEHO
)

Checked by / Approved by: Manager/Executive /

Prepared by / ;;./C"'l
]’Ionrmnn.r:cgf/yﬁ‘g’;/ ITposepeHo: dé@ Onobpeno: Menemxep / PykoBoauTenb

-
Date / 0202~ QOQé Date / 21 ~01- 0L Date / AR -0

Jara: Jara: Jara:




