Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[IpoaykT: Annepraii TabaeTKu, IOKPHITHIE NJIEHOYHON 0O0IOYKOH, 5 MI

Market / Poinox : Russia / Poccus

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

Cepus No P €2303334 Pasmep cepuu * 1040300 Tab

Analytical Repovrt No./ . 890001811311 Date of Analysis / . 20/05/2025
AHaJUTHYECKHIT oTyeT No Jdata ananuza

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JlaTa npou3BoacTBa TI'ozen no

Mfg. License No. /

IMpousBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)
aunen3ns No

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

JITT-Ne(001333)-(PI'-RU) ot 15.11.23

Page1 of 6/ Crp.1mn36

Ne Test / IlokazaTesnb

Result / PesynbTaThi

Specification / Hopma

1 | Appearance/ Onucanne

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. / OBaibHEIE
JTBOSIKOBBITYKJIBIE TabneTky,
MOKPBITBIE MJICHOUHONH 060JI0YKOH
fenoro uBeta, ¢ OAHOU CTOPOHBI
riagkde, Ha Jpyrod  CTOpOHE
rpasupoBka «R 5». Ha nonepeunom
paspese sapo Oenoro LBeTa.

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. / OBabHbIE JBOSKOBBITYKITbIE
TabJIETKH, MOKPBITHIE MJEHOUHOH 000s109KOi
fenmoro unu moutw Oeyoro 1Bera, ¢ OMHOU
CTOPOHBI TIJIQJKWE, HAa APYroH CTOpOHE
rpaBupoBka «R 5». Ha monepeunom pazpese
SApo oT 6enoro A0 mo4uTH 6enoro LBeTa.

2 | Identification
Levocetirizine/
Hnentudukanus
JleBOLeTHPU3HH

Complies as prescribed /
CooTBETCTBYET TPeOOBAHHSIM

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 ynepxuBanus
OCHOBHOrO  MHKa Ha  XpoMarorpamme
UCTIBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATh BPEMEHH  YICPKHBaHWS
OCHOBHOTO MKKa Ha XpOMATOrpaMMe pacTBopa
cTaHjapTHoro  obpasua  JIEBOLETUPHU3UHA
qurnapoxiopuna (pasgen «KomnuuecTBeHHOE
OTIpe/ICICHUE).

Remarks : The Product confirms to ND/
IIpumeuanne: [IponyxT cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

LY o ]
Prepared by / Checked by / :Approved by: Manager%cut@/
[ToaroroBneHo: L@ [Tpoeepeno: Onobpeno: Menemxep / PyKOBOAHTENb
T
Date / r)/\A ~0 S\l‘*% \Mf'\ Date / 24’_&?,_2?2_5 Date / DWroX— Y
Jara: JlaTa: Jara:




‘Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IMpoaykT: Anneppaii TabneTKH, MOKPHITHIE MNIEHOYHOM 0001049KOEH, 5 MT

Market / PeiHOK : Russia / Poccus

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

Cepust Ne E203s Pasmep cepun * 1040300 tab

Analytical Repovrt No./ . 890001811311 Date of Analysis / . 20/05/2025
AHaJHTHYECKHI oTdeT Ne Jara ananunza

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JlaTa npov3BOACTBA Toaen o

Mfg. License No. /

IpousBoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
JinueH3Hsa Ne

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

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

Page2 of 6/ Ctp. 2 u3 6

3 | Average weight/
Cpeausis Macca

133.94 mg/ 133,94 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 /

5 min/ 5 MuH

Not more than 15 min / He Gonee 15 My

Pacnagaemoctnb
5 | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 93 % NLT 80% (Q) of label claim of levocetirizine
Unit-3 / Ta6n.-3 98 % JICBOLETUPU3HHA Auruapoxnopuna gepes 20
Unit-4 / Tat6n.-4 89% |
Unit-5 / Tabn.-5 94 %
Unit-6 / Tabn.-6 97 %

6 | Related Substances / PoacTse

HHBbIC IPUMECH

Impurity A / Ilpumecs A

Impurity B / [Tpumecs B

Impurity C / [Tpumecs C

Not detected / He oOHapyxeHa

0.01%/0,01%

Not detected / He oGHapyxkeHa

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

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: [Tponykt cooTBeTcTBYeT TpeboBauuam HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Vo
L Approved by: Manager@@/

Prepared by / Checked by /

ITonroTosnexo: @ IIpoBepeHo: OpobpeHo: h&eﬁeﬂmep / PyxoBoautens
Date/ YT epons | Date/ 2 4o p p25Date Bty ~oX- 2004
JHara: Jlara: Jara:




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoayKT: ANnepsaii TAONETKH, TOKPBITHIC UIEHOUHOH 000J0UKOM, 5 MT

Market / Pbinok

: Russia / Poccus

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

Cepusa Ne ey Pasmep cepum * 1040300 Tab

Analytical Repovrt No./ . 890001811311 Date of Analysis / . 20/05/2025
AnanuTudecknii oruer Ne Jara anann3za

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JlaTa npon3BoacTBa I'onen go

Mfg. License No. /

IIpon3BoacTBEeHHAS : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PT'-RU)
JHIEH3HuA Ne

Analysis performed according ND No / Ananu3 nposegex no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

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

Page3 of 6 /Crp.3u3 6

Impurity D / ITpumecs D

Impurity E / [Ipumecs E

Impurity F / IIpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jirobas eguHU4HAS
HeuJIeHTU UM pOBaHHAS
NpHMeECh

0.01%/0,01%

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

Below LOQ (1LOQ =0.023%) /
Huwxe npemena KOIMYECTBEHHOIO
onpenenenus (ITIKO = 0,023 %)

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

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

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

0.05% / 0,05%

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

Below BDL (BDL~= 0.05 %) / Huxe
nopora peructpauuu (I[P =0,05 %)

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

Total impurities /
CymMma npumeceit

0.1 %/0,1 %

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

Chiral purity / Xupanbnasn
YHCTOTA

Not detected / He 0OHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — ue Gonee 1,5 %

Remarks : The Product confirms to ND/
Hpumeyanne: [Iponykt coorBeTcTBYeT TpeboBauusam HII

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

.fb
Prepared by / Checked by, L’Approved by: Managew
[ToarorosneHo: l@ ITposepex Onobpeno: Mgmnmep / PyxoBoauTens
Date / Date / 0 425 )ole Date / %
L ol ) —29
Jarta: ()/MP@S 0,01{ JaTa: > Jara: A =4




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJU3A

Product : Allerway film-coated tablets 5 mg

TpoayxT: Anneppaii TaGNETKH, MOKPHITHIE NICHOYHOM 0GOJIOUKON, 5 MT

Market / Poinox : Russia / Poccus

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

Cepus Ne ey Pasmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001811311 Date of Analysis / . 20/05/2025
AHaauTHYeCKH oTueT Ne JlaTa anayn3a

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JaTa npou3BoacCTBAa TIogen ao

Mfg. License No. /

TMponsBoacTBeHHAs : 59/RR/AP/97/F/IR MA number: / Homep PY : JITT-Ne(001333)-(PT-RU)
JHUeH3HA Ne

Analysis performed according ND No / Ananu3 nposegen no H/I Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIT-Ne(001333)-(PT-RU) oT 15.11.23

Page4 of 6/ C1p. 4 n3 6

8 | Loss on drying / IToTepsa B
Macce NpH BbICYIIHBAHHHA

20%/2,0%

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

9 | Microbiological purity*/ Mukpo0unoJioruueckas YucToTa*

a) Total Aerobic Microbial
Count / O6uee yucino
a’pOOHBIX MHKPOOPTaHU3MOB

Less than 10 CFU/g/

Meunee 10 KOE/r

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

b) Total Combined Yeast and
moulds count / Obmiee uucno
JIPOJOKEBBIX H TIIECHEBBIX
rpu6oB

Less than 10 CFU/g/

Menee 10 KOE/r

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

c) Escherichia Coli

Absent in 1 gram /
OrcyrctByeTB 1 T

Shall be absent in 1 gram /
OtcytcTBUe B 1 1

Acceptance value (AV) should not be more

10 | Uniformity of dosage units /
OaHOpoaHOCTH than 15.0./ TToka3zatens mpremnieMocTd (AV)
5.4/5,4
JI03HPOBAHUSA JomkeH ObITs He 6onee 15,0.
11 | Assay / KonnyecTBeHHOE Between 4.75 mg and 525 mg of
onpeaeJeHue 4.92 mg /4,92 mr levocetirizine dihydrochloride per tablet. /

Or 4,75 Mr po 5,25 Mr neBOLETHPH3MHA
JUrHAPOXJIopHIa B TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanue: [Tponykt coorBeTcTBYET TpeboBaHusM HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / - Approved by: ManagedExecutive)/
[ToarorosneHo: lép IIposepeHo: OnobpeHo: Mgnemxep / PykoBoAHTENDb
Date / V5 Date / DUrCS ~ 202 Date / - o
Jlara: 'LM r05-~20 Hara: Jara: s >«




‘Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3IA

Product : Allerway film-coated tablets 5 mg
IMpoayxT: Annepsaii TabneTkH, MOKPHITHIE MICHOYHOH 06010UKOH, 5 MT

Market / Poidok

: Russia / Poccus

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

Cepus Ne : €2505334 Pazmep cepun © 1040300 Tab

Analytical Repovrt No./ . 890001811311 Date of Analysis / . 20/05/2025
AuanutTnyecknii oryet Ne Jarta ananusa

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JlaTa npon3BoacTBA I'open no

Mfg. License No. /

IMpon3BoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JAHueH3us Ne

Analysis performed according ND No / Anannz nposeaes no H/ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JIIT-Ne(001333)-(PT'-RU) vr 15.11.23

PageSof 6/ Crp.Sn3 6

12 | Packaging / YmaxoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 tabnetok B
6mucrep u3 (ITA/AJI/TIBX) donsru
/ amomunueBoil ¢oneru. Ilo 3
6rucTepa BMECTE C HHCTPYKLUEH 11O
PHUMEHEHHIO (JcTKOM-
BKJTA/IbIIIIEM) B MAYKY 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.

/ Tlo 7 um 10 Ttabnetox B Onucrep u3
(TTA/AJI/TIBX) cdoneru / anroMHUHHEBOH
doneru. Ilo 1, 2 unn 3 6nuctepa BMeCTe ¢
HHCTpYKiMell TO NpUMEHeHUIO (JIHCTKOM-
BKJIaJbILIIEM) B MAYKy KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [IpOBOMUTCA IPOU3BOAUTENEM TIPH BBULYCKE ICPHONMUECKH (C MHTEPBAIOM OAHO McnbTanie Ha 10 cepuli nnu He meree 1 pasa B rox).

Mokazartesb Moxer ObiTh HE BKIIIOUEH B cepTndukar aHanmsa GupMel

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at least | time per year).

API name / HaumenoBanue APC:

Levocetirizine dihydrochloride / JleBoueTrpr3iHa AUTHAPOXIOPHI

INN/ MHH:

Levocetirizine / JIeBoLUETUPU3UH

API manufacturer batch number /
Homep cepun npouzsogurtenss ADC:

ACSH000100 & ACSH000101

Homep cepun cy0cTaHIIUH
npou3Boautes I'JID:

FP Manufacturer API Batch number /

FCSA00116 & FCSA00117

Remarks : The Product confirms to ND/
Ipumeuanue: [Iponykt coorBeTcTBYeT TpeboBanusaM HJL

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

2
Prepared by / , Checked by / pproved by: Managerw
IloarorosneHo: L,CPQ ITposepeHo: OnobpeHo: Eeﬂemxep / PyKOBOANTE b
Date / ~ cC Date / G224 Date / il P ;
Hara: LMPOS 1013 Hara: W Jara: ey




‘Dr.Reddy’s “!‘

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IMpoayxT: Annepesii TabieTKH, MOKPHITLIE MJIEHOYHONH 060MOYKOH, 5 MI
Market / Poinok : Russia / Poccus
Batch No. / ) Batch Quantity / . 1040300 tab /
Cepus Ne mElns Pazmep cepun " 1040300 Tab
Analytical Repourt No./ . 890001811311 Date of Analysis / . 20/05/2025
AHAJHTHYECKHIT oTYeT No HaTta anaausa
Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028
JlaTa npon3BoacTBa Togen 1o
Mifg. License No. /
Ipon3BoacTBeHHAasI : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHIEeH3uA No
Analysis performed according ND No / Anasus nposexen no HJ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JIM-Ne(001333)-(PT-RU) or 15.11.23

Page 6 of 6 / Ctp. 6 u3 6

ﬁpinﬁzni?:;:rz?blg ffrcgl:l:fry/ Dr. Reddy's Laboratories Ltd., India /
p A » €TP ‘ H-p Pennu’c JlaGoparopuc Jlta., Uuaus
Survey Ned41, (Formulations Technical Operations - Unit-III),

g;?ne;::g l:t:fls;i?lut:i(t):l/zét::l?rflos:?: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / 8 Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
State, India (License No 59/RR/AP/97/F/R)

HaumeHnoBanne, aapec u HOMe
» AP omep VYuactok Ne 41, (IIpousBoacteennoe noapasaenerue-II), bauynanam

JIMIeH3UH [IOLIATKH
o n eCTBJIﬂl(())me ,‘f‘: : Bunnamxk, bauynaniu Manaan, Meauan Mankamxrupu JJMcTpukT,
ym i bauynannu (B), bauynannu (M), Menuan-Mankamxrupu (), wrar

O POH3BOACTBO/KOHTPOJIb
kauectBa/Bhimyck TJID / Tenanrana, Unaus (JInuensus 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.

3akJioueHHe 0 COOTBETCTBUH: «HacTosuMM 5 NOATBEP)KAAID, YTO TIPUBEACHHAS BhILIe HHGOPMALHS SIBSETCS JOCTOBEPHOM
¥ TOYHOH. DTa cepus NPOAYKUMHU PoU3BeicHa (BKIIOYas yakoBKY (MApKUPOBKY) H KOHTPOJIb Ka4ECTBA) Ha BbILLEYKa3aHHOM
MPOU3BOJACTBEHHOH IUIomaake (IJIOMIAAKax) B TIOJHOM COOTBETCTBHHM ¢ Tpebosanuamu [IpaBun Haanexaiiei
npousBoAcTBeHHOIt mnpaktuku (NeGMP-01887/21/IN or 28 anpens 2021) u TpeOOBaHUAMM KOHTPOJS KavecTBa
JIeKapCTBEHHBIX CPENCTB, A Taloke B COOTBETCTBHM CO CMEUUPUKALUSAMH, COAEPKALMMUCA B PETUCTPALIMOHHOM JOCHE
CTpaHbl-UMIOpPTEPaA. 3aNUCH MO NPOW3BOACTBY, YNAaKOBKE M AHAJIW3Y MPOBEPEHBbI, M YCTAHOBJIEHO HX COOTBETCTBME
TpeboBanusmM [1paBui Haanexaliel MpoU3BOACTBEHHONH MPAKTHKU.

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

Ilpumeuanne: [Ipogykt cooTBeTcTBYET TpeboBaHusim HJ 3axmouenune: OJOBPEHO
T~

Prepared by / Checked by / jipproved by: Manager{Executive)/

[loarorosneHo: I@D ITposepeHo: Onobpeno: %EHGJ_DKCP / PykoBoauTens

Date / o Date / : ~2.o/). = Date/ ™

Jlara: ?’UPOS Sk Hara: % G Jara: o2l




