Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg

MNpoaykT: AnnepBsit TabNneTk, NOKPLITHIE MIEHO4YHON 060104KO1, 5w™r

Market / Poinok : Russia / Poccus

Batch No. / _ ~ [Batch Quantity / 1040300 tab / -
| Cepun Ne SOl Pasmep cepun " 1040300 Tab - |
Analytical Repovrt No. / . 890001715395 Date of Analysis / . 31/01/2024

AHaanTHueckHii oTueT Ne _|[aTa aHaan3a - o
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JlaTa npou3BoOACTBA T'oneH ro

Mfg. License No. /

I[MpousBoacTBeHHAas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)

auuneHsnsi Ne

Analysis perfo;med ac_cording ND No / Anajqu3 nposeaen no HJI Ne: JII-Ne(001333)-(PT-RU) dt. 15.11.23 /

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

Ne Test / [Toka3aTean

Pagel of S/Crp.1 w35

Result / Pe3yabTaTbl

Specification / Hopma

1 | Appearance / Onucanue

2 | Identification
Levocetirizine/
HUpentudpuxaums
JleBouernpnsun

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. / OBanbHbIE
JBOSIKOBBINYKIIblE TabJeTKH,
MOKPBIThbIE MNJEHOYHOH 000104KOH
fenoro upera, ¢ OJHOH CTOPOHBI
rnajkue, Ha JApyrod  CcropoHe
rpasupoBka «R 5». Ha nonepeunom
pazpese aapo 6enoro iBera.

Complies as prescribed /
CooTBeTCTBYET TpebOBaHUAM

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. / OBanbHble ABOSIKOBBITYKJIbIE
TabGneTKH, TOKPLIThIC MJIEHOYHOMN 06o0N0uKOi
Genoro wau mnodtu Oenoro LBeETa, C OJHOMH
CTOPOHBI  TTafKKe, Ha JpYroifl CTOpOHE
rpaBupoBka «R 5». Ha nonepeunoM paspese
aapo oT 6enoro jo nouty Genoro useTa.

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 yzaepxuBaHusi
OCHOBHOTO NMKa Ha  XpoMmarorpamme
UCTIBITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBaTb BpPEMEHW  YIepXHUBaHMS
OCHOBHOTO NMKA Ha XpoMaTorpaMmMe pacTBopa
craHjapTHoro  obpasna  JIeBOLETHPHU3MHA
auruapoxnopuaa (paznen «Konnuecrsennoe
onpezieneHuen).

3 | Average weight /
Cpennsist 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)

4 | Disintegration /
Pacnagaemocrn

4 min/ 4 mun

Not more than 15 min / He 6onee 15 muH

Remarks : The Product confirms to ND/
IIpumeuanue: [1poaykt coorBeTcTBYeT TpeboBaHusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

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

[Moarorosneno: IlpoBepeHo: L@ Onobpeno: Menemxep / PykoBoauTenb
T, ol

Date / ' Date / Date /

Jara: ) o) Jara: oY JlaTa:




@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIM3A

Product : Aﬁerw_ay_ﬁlm-coated tablets 5 mg

ITpoaykT: AjulepBaii TabieTku, IOKPBITHIE MIEHOUHOH 06ohoUKONH, 5 MY

Market / Pbinok

: Russia / Poccus

} . i 1040300 tab /

Batch No. / . C2400344 Batch Quantity / ; a

Cepns Ne o ~ |Pasmep cepun 1040300 Tab i
Analytical Repovrt No. / . 890001715395 Date of Analysis / . 31/01/2024
AnagnTudeckuii oTuer Ne MaTa anann3a -
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JlaTa npon3BOACTBA T'onen ao o
Mfg. License No. /

Mpon3zBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
anueHzusa Ne

JIII-Ne(001333)-(PT-RU) o1 15.11.23

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

Page 2 of 5/ Cr1p. 2 n3 5

5 | Dissolution / PacTBopenue

Unit-1/ Ta6n.-1 99 %
Unit-2 / Tabn.-2 95 %
~ Unit-3/ Ta6u.-3 96 %
Unit-4 / Tabn.-4 98 %
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 98 %

% (Q or

HOMHWHaJIEHOT'O

MMH.

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
cofiepikaHms
NEBOLETUPU3MHA AUrHApoxIopuaa depes 20

Impurity A /Tlpumecs A

Impurity B / [Tpumecs B

Impurity C / TTpumecs C

Impurity D/ [Tpumecs D

Impurity E / Ilpumecs E

Impurity F / ITpumecs F

RCT-3

6 | Related Substances / PoacTBeHHble npuMecu

0.02%/0,02%

Not detected / He oGHapykena

0.03%/0,03%

‘Not detected / He 06HapyXena

Not detected / He o6HapyxeHa

Below LOD (LOD =0.014 %) /
Huaxe npenena obnapyxenus (110 =
0,014 %)

Impurity RCT-3 / Tlpumech |0.09%/0,09%

Not more than 0.4 % / He Gonee 0,4 %

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

Not more than 0.4 % / He Gonee 0,4 % 1

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 0.30 % / He 6oneec 0,30 %

Remarks : The Product confirms to ND/
IIpnmeuanue: [IponykT cooTBeTcTBYET TpeboBaHusm HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

[loarorosaeno: M TlpoBepeHo: t@ OnobpeHo: MeHenxep / PykoBoauTenb
5>

Date / 3V o)WYy | Date/ Lo Date / oo nA,

Jara: Jlara: 3 \~OY~ \4 JlaTa: 310




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ‘f‘

CEPTUO®HUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg

TMpoaykr: Asineppaii TabineTin, HOKPLITEE TNEHOYHOH 000104KOM, 5 MI

Market / Poinok : Russia / Poccus

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

Cepust Ne i _ |Pasmep cepun " 1040300 Ta6 -
Analytical Repourt No. / . 890001715395 Date of Analysis / . 31/01/2024
AHannTnuyecknii oryer Ne B JlaTa anajausa B
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

|JlaTa npon3BOACTBA T'oaen o B
Mfg. License No. /

Ilpon3BoacTBeHHAN 1 539/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
auuen3ust Ne N

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

Analysis performed according ND No / Anasnus nposeaen no HJ{ Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23/

Page3 of S/ Crp.3 w35

Any individual unidentified
impurity / Jliobast enunuyuHas
HeHAeHTH(HULPOBaHHasl
pUMeECh

Below BDL (BDL= 0.05 %) /
Huxe nopora perucrpaunu (I1I1P
=0,05%)

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

Total impurities /
CymmMa npumecei

0.1 %/0,1%

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

7 | Chiral purity / Xupanbnasn
YHCTOTA

8 | Loss on drying / HHoreps B
Macce I1PH BbICyLIHBAHHH

Below LOD (LOD = 0.0138 %) /

Huxe npenena obnapyxenus (I10 =

0,0138 %)

S-isomer — not more than 1.5% /

S-uzomep -- He Oonee 1,5 %

2.9 %/2,9%

Not more than 6.0 % / He bonee 67) %

9 | Microbiological purity*/ MnkpooHoJiornieckasi YucTOTa*

a) Total Aerobic Microbial
Count / O61iee uncino
a9p0o0HbIX MUKPOOPTaHU3MOB

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: Ilponyxr coorBeTcTBYET TpeboBaHusm HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToprorosneno: CU”‘S; ITposepeHo: (‘,@ Onobpeno: MeHnemxep / PyikoBoauTens
Date / 2y | Date/ Date /

|—o)-w IV Y
JlaTa: 3 Jara: 3‘0\ ~HoTY Jara:




Dr.Reddy’s ‘7:5

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Npoaykr: Asneppaii TabaeTki, DOKPLITHIE TWIEHOYHON 00010UKO, 5 M

Market / PoiHox

: Russia/ Poccus

Mfg. License No. /
IlpousBoacTBEHHAS
Juuen3na Ne

Batch No. / . Batch Quantity / 1040300 tab /

| Cepus Ne + C2400344 Pazmep cepnu " 1040300 Tab

Analytical Repourt No. / . 890001715395 Date of Analysis / . 31/01/2024

| AnannTuuecknii otyer Ne ___|Aara ananusa o
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026

JlaTa npon3BoacTBa I'oaen no

: S59/RR/AP/97/F/R

MA number: / Homep PY :

JITI-N2(001333)-(PT-RU)

Analysis performed according ND No / Auanus nposeaen no HJ{ Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 4 of 5/ Crp. 4 n3 5

rpuboB

b) Total Combined Yeast and
moulds count / O01ee yucno
JPO3OKEBBIX W THIECHEBBIX

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 /
OrcyrcrByer B 1 1

10 | Uniformity of dosage units / 4.4/4,4
OaHOpPOAHOCTHL NO3HPOBAHHKS
11 Assay / KosinuecTBeHHOE 4.87 mg/ 4,87 mr
omnpeaenenue
12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / flo 10 Tabnetox B
onucrep n3 (ITA/AJI/IIBX) donbru
/ amomununesol ¢doavru. Ilo 3
OJiMcTepa BMECTE ¢ MHCTPYKLMEN 110
IIPUMEHEHHIO (nmucTKoM-
BKJaAblLLEM) B TAYKY KAPTOHHYIO.

Shall be absent in 1 gram /
OrcytctBUe B 1 1T

Acceptance value (AV) should not be more
than 15.0./ Iloxazatens npuemsiemoctu (AV)
noJokeH ObiTh He Oonee 15,0.

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr seBOLETHpPHU3NHA
JUTUAPOXJIOpU/A B TaONETKeE.

7 or l0tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 nnan 10 Ttabnetox B OsucTep u3
(MA/AJITIBX) donern  /  aiioMUHHEBOI
doneru. Tlo 1, 2 win 3 6aucrepa BMecTe C
MHCTPYKIIMEN MO NpPUMEHEHHIO (JIMCTKOM-
BKJ1a/lbllLieM) B MAUKY KAPTOHHYIO.

* 1t 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.
* [IpoBoAMTCsl MPON3BOJIUTENIEM TIPH BBIMYCKE MEPUOANUECKH (C HHTEPBANOM 0AHO UcnibiTaHKe na 10 cepuii unu 11e Menee | pasa B ron).
ToxkazaTens MoKeT ObITh HE BKIIIOYEH B CEpTH(pMKAT aHann3a PpUpMbI

INN / MHH:

API name / HaumenoBanne A®C:

Levocetirizine dihydrochloridg/ JleBoUeTHPHU3WHA ANTUAPOXIOPUT

Levocetirizine / JleBoueTnpusun

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr cootBeTcTBYET TpebGoBaHram HJJ

Conclusion : APPROVED /
3axknwouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IJoxnroroeinexo: M [Tpoesepeno: (‘,@ Opobpeno: Menemkep / PykoBoauTeb
Date / q Date / Date /

ATy B TP LN
JlaTa: ERlad Hara: 3\'_()\ Si-ORY) JlaTa: ‘




@
Dr. Reddy’s ‘.... CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A
[Product : Allerway film-coated tablets 5 mg o o o
IpoaykT: Anneppaii TabJETKH, MOKPBITbIC MIEHOUHOH 000JIOUKOH, 5 M B B |
Market / Puinok : Russia / Poccus
Batch No. / - _ Batch Quantity / 1040300 tab / T
Cepns Ne k 2400544 Pazmep cepnu 1040300 Tab - __J
Analytical Repovrt No./ . 890001715395 Date of Analysis / . 31/01/2024
| AnanuTHyeckuii oTuer N JlaTa anaaunsa L
Date of Manufacture / . 01/12/2023 Date of Expiry / . 30/11/2026
JlaTa npon3BoaACTBA T'open no -
Mfg. License No. /
[MpousBoacreennast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI"-RU)
auneHsust Ne - -
Analysis performed according ND No / Anaaun3s nposenen no HJ[ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JIII-Neo(001333)-(PT-RU) or 15.11.23 B

Page Sof 5/Crp. Su3 5§

API manufacturer batch number /

Homep cepun npoussoantesis ADC: ACOL002224 -
FP Manufacturer API Batch number /

Homep cepuu cy6cTanuuu FCQA02244

npounssoaunrens I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /

I pouszsoautenp ADC, crpana: J-p Pennw’c Jlabopatopuc JIta., Mnaus

Survey Ned41, (Formulations Technical Operations - Unit-111), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License
No 59/RR/AP/97/F/R)

Yuacrok Ne 41, (TlponssoacreenHoe noapasaeneune-1l1), bauynannu
Bunnamx, bavynani Manaan, Meauan Mankamkrupu JucTpuxr,
Bauynanan (B), bauynannn (M), Menuan-Mankamxrupu (1), wurar
Tenanrana, Muaus (JInueHsus Ne 59/RR/AP/97/F/R)

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

HaumenoBanue, aapec H HoMep
JIMIeH3UH NJIOMAAKH,
ocylecTBJsA et
TIpOU3BOACTBO/KOHTPOND
kavectBa/Bbinyck ['JID /

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.

3akmoyeHne o cooTBeTcTBUM: «HacToslnM s NoATBEpXK/alo, YTO NpUBEJeHHAs Bhillle HHQOpMaLusl SIBISETCS AOCTOBEPHOH
1 TOYHOH. DTa ceprsi NpoAyKLMH Tpor3BeacHa {BKJIouas ynakoBky (MapKiupoBKy) M KOHTPOJb KauecTBa) Ha BbIlleyKazaHHOH
TIPOM3BOACTBEHHON nuolaake (miowlaakax) B TOJHOM COOTBETCTBUW ¢ Tpebosanusmu [lpaBui  Hagnexaiiei
NPOU3BOACTBEHHON npakTukn (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeGoBaHMSIMH KOHTPONS KauecTBa
JIEKapCTBEHHBIX CPEACTB, @ TaKXKe B COOTBETCTBUU cO cnelndHKauuiIMy, COJEPKALLUMUCI B PEerHCTPallMOHHOM 10Cbe
CTpaHbl-UMIIOpPTEPA. 3anucu N0 TNPOHM3BOJACTBY, YNAKOBKE W aHalu3y INPOBEPEHbl, ¥ YCTAHOBJIEHO WX COOTBETCTBME
Tpebosanusam [pasun nannexauieii NPoH3BO/CTBEHHON NPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT coorBeTcTBYET TpeboBaHusm HJL 3axniouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarororieHo: M IlpoBepeHo: @ OpobpeHo: Menepxep / PyxoBoaurenb
S

Date / Date / Date /

L A\rOIw 3y e mony
Jlara: Qo) W Tara: 3 o Jlara:




