Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Hpoaykr: Anneppsii TabneTku, MOKpbIThie MIIEHOYHOM 060J0UKOH, 5 MT

Market / Peinox : Russia / Poccus

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

Cepust Ne p 200174 Pasmep cepin " 1040300 T26

Analytical Report No./ . 890001866324 Date of Analysis / . 18/02/2026

AHaJguTHYeCKHH oTHeT Ne JlaTta ananu3za

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

Jara npon3soacrsa T'open a0 -

Mfg. License No. / o
IpousBoacTBeHHAsR : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

anpenzusi Ne

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

Analysis performed according ND No / Ananu3s nposegen no H/I Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Pagelof 6/ Ctp.1u36

Ne Test / Iloka3aTean

Result / PesyabTaThl

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. / OBanbHble
JBOSIKOBBITYKJTbIE Tabnerky,
TIOKPBITHIE NIEHOYHOM 060504KO0H
Oesoro uBera, C OAHOM CTOPOHBI
rilajKue, Ha Jpyroi  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. / OBaJIbHBIE JBOSIKOBBIMYKJIbIE
TabNEeTKH, MOKPBIThIE MJAEHOYHOH 000JI0YKOi
fenoro wiu moutH OENOro uBETa, C OMHOM
CTOPOHBI TNlajikWe, Ha JpPYroii CTOpoHe
rpaBupoBka «R 5». Ha momepeuHom paspese
sApo ot 6enoro 10 nouTtH 6esoro 1BeTa.

Identification
Levocetirizine/
Hpenruduxanust
JleBoueTUpPH3UH

Complies as prescribed /
CootBeTcTBYyeT TpeOOBaHUAM

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 ynepxuBaHus

OCHOBHOIO  IHMKa Ha  Xpomarorpamme
UCTIBITYEMOTO pactBopa JIOJDKHO
COOTBETCTBOBAaTh BPEMEHH  YIEpPXKHUBAHUS

OCHOBHOTO TTMKa Ha XpOMaTorpaMMe pacTBOpa
cTaHgapTHOrO  obpa3la  JIEBOLIETHPU3HHA
nuruapoxsiopuna (pazaen «KomuuecTBeHHOE

ofpeneNieHue»).

Remarks : The Product confirms to

ND/

ITpumeuanue: [Ipoaykt coorBercTByeT TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

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

Hozrorosneno: ou HPOBL’PGHOQ\';\Y\_,& Onobpeno: Meuemxep / Pykosogurens

Date / 09 Datel = Date / NN
— ~

Jara: \8 ()’D)’é JlaTa: 5 —02 ~00 5 Jara: \¥




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS
CEPTUPHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

MpoayxT: Annepaii TabNETKH, MOKPHITHIE MUICHOYHOM 06010UKOMH, 5 MT

Market / PeiHok : Russia / Poccust

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

Cepus Ne v G274 Pasmep cepun 1040300 Tab

Analytical Repourt No./ . 890001866324 Date of Analysis / . 18/02/2026

AHanuTHYecKkMi oTyer No JlaTa ananan3za |
Date of Manufacture / . 06/01/2026 \Date of Expiry / . 31/12/2028

Jara npoussoacrea T'opeH no

Mifg. License No. /

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

nHuen3us Ne

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

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

'3 '7Average weight /
Cpeagnsia macca

Page20of 6/Crp.2 36

133.09 mg / 133,09 mr

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

4 | Disintegration /
PacnagaemocThb

5| Dissolution / Elcmopejﬂné

2 min/ 2 MUH

Not more than 15 min / He 6onee 15 Mmuu

 Unit-1/Ta6n.-1 95 %
Unit-2 / Ta6n.-2 94 %
Unit-3 / Tabn.-3 94 %
Unit-4 / Tabn.-4 92 %
Unit-5 / Ta6n.-5 97 %
Unit-6 / Tabn.-6 93 %

6 | Related Substances / PoncTBeHHbIe NpHMecH

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) oT HOMWHAIBLHOTO COAEPIKAHUA
JIEBOLIETHPU3HHA AUrMApoxjopuaa depes 20

| MHH.

Impurity A / TTpumecs A

Not detected / He oOHapyxeHa

Impurity B / Tlpumecs B

0.01%/0,01%

Impurity C / [Ipumecs C

Not detected / He ob6HapyxeHa

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

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

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

Remarks : The Product confirms to ND/
IMpumeyanne: [Ipogykr coorsercTByeT TpeboBaHusiM HJJ

Conclusion : APPROVED /
3axiouenue: OJIOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[TonrorosieHo: @, ﬂpnncpenﬁ_‘nh / Onobpeno: Menemxkep / PykoBonutens
Date / I Date / S Date / o
Hara: \8 022004 Jata: 1S5 ~fp ~2m04 | Hara: \3




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tpoayxr: Annepsaii TabneTku, MOKpPLITHIE MIEHOUHOH 0600UKOM, 5 Mr

Market / PoiHok : Russia / Poccus

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

Cepus No a0l Pazmep cepuu * 1040300 Tab

Analytical Repovrt No./ . 890001866324 Date of Analysis / . 18/02/2026
AnanuTH4yecknii oTuer Ne Jara ananusza

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

Jarta npousBoncTea T'oaen no -

Mfg. License No. /

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

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

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

Impurity D / [Tpumecs D

Impurity E / [Tpumecs E

Impurity F / [pumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Any individual unidentified
impurity / JIrobas equHuYIHAS
HeuzpeHTHUUMpPOBaHHAS
pUMeCh

| Total impurities /
Cymma npumeceit

Page3 0of6/Crp.3u36

0.01%/0,01%

0.02%/0,02%

Not detected / He o6HapyxeHa

0.05%/0,05%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpaumn (IP =0,05 %)

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

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

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

Not more than 0.30 % / He 6o5ee 0,30 %

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

0.1 %/0,1 %

Not more than 1.5 % / He Gonee 1,5 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cootBeTcTBYeT TpeboBaHusM HJT

Conclusion : APPROVED /
3akmwouenne: OJJOBPEHO

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

IToaroToBneHo: @ N Hposepeno:/ 7 o\ ~7 Onobpeno: Menemxep / PykoBonurens
..g = ) =

Date / Date / i Date / N |

Ilata: \2 *‘50‘2,"‘2,026 Hata: |1 ~pP ~9p24 | Hara: N




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
TMpoayicr: Anepsaii TabneTkH, NOKPLITHIE TUIEHOYHOM 06oaoukoilt, 5 Mr -
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepusi N R Pa3mep cepun 1040300 Tab
Analytical Repovrt No. / . 890001866324 Date of Analysis / . 18/02/2026
AHanuTHYeCKRH oTUeT No JaTta ananusa
Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028
|laTa npon3BoacTBa T'open no ]
Mfg. License No. /
IMponsBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
HueH3us Ne f
Analysis performed according ND No / Ananus nposegen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

[JIJ-NQQOI333)-(PF—RU) ot 15.11.23

Page40f6/Crp. 4136

7 | Chiral purity / XupaabHas
YHCTOTA

Below LOD (LOD =0.0138 %) /
Huxe npenena obnapyxenus (I10
=0,0138%)

| S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

8 | Loss on drying / IToteps B
Macce NPU BbICYIIHBAHUH

30%/3,0%

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

9 | Microbiological purity*/ Mukpo6uoJiorayeckas 4ucrora®

a) Total Aerobic Microbial
Count / O6uiee yucno
a3pOOHBIX MUKPOOPraHHU3MOB

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

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

b) Total Combined Yeast and
moulds count / O6Liee yucao
JPOXOKEBbIX U MJIECHEBBIX
rpubos

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

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

¢) Escherichia Coli

Absent in 1 gram /
OrcytctByeT B 1 T

Shall be absent in 1 gram /
OtcyrcTBHe B 1 T

10 | Uniformity of dosage units /
OnHOpPOAHOCTD

N03MPOBaHUS

29729

Acceptance value (AV) should not be more
than 15.0./ TTokazaTens npuemaemMoctd (AV)
JNIOJKEH OBITH He Gonee 15,0.

Assay / KoinuecTBeHHOE
onpegeneHne

4,93 mg /4,93 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 Mmr jgo 5,25 Mr neBoleTHpHU3UHA
OUTHAPOXJIOPUJA B TaONETKE.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cootBeTcTByeT TpeboBanusm HJ|

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive /
[ToaroTosneHo: @"7 ﬂp(}rsepcrroq N ~_~ Onobpeno: Merenxep / PykoBoaurens
ks, il S, >7
Date / Date / ’ Date / o gk
< o= \g <
Hara: \8 0L 20265 Hata: (&5 ~p2 ~9p 24 | Hara:




Dr.Redd

y's ‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mpoaywr: Annepesii raGnerku, NOKPHITEIE MIIEHOYHOM 06010UKOH, 5 MI

Market / Peinok : Russia / Poccus

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

Cepus Ne & 201744 Pasmep cepun " 1040300 Ta6

Analytical Repourt No./ . 890001866324 Date of Analysis / . 18/02/2026
Aunagutuyecknii oTuert Ne Jdata anannsa -
Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

|laTa npou3BoACTBa Toxen g0

Mfg. License No. /

Tpon3BoacTBeHHAR : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
JHIeH3Hs Ne

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

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 Tabsnerok B
6mctep n3 (ITA/AJI/TIBX) donsru
/ anromuuueBoii ¢oaeru. [lo 3

| Gructepa BMecTe ¢ MHCTpyKLMel no

MPUMEHEHHIO (mucTrkoM-
BKJIA[bILIEM) B MA4Ky KAPTOHHYIO.

PageS5of 6/ Ctp.5u3 6

' 7 or 10tablets in a (PVC/A/PVC) foil /

aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Mo 7 unn 10 Tabnetok B 6Gauctep u3
(TA/AJUTIBX) donern /  amoMuHHEBOH
¢onsru. Ilo 1, 2 wnm 3 Gnucrepa BMecTe ¢
UHCTPYKLHMEN [0 NPUMEHEHHIO (JIMCTKOM-
BKJIaZpILIEM) B TIa4YKYy KapTOHHYIO.

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

The indicator may not be included in the firm's certificate of analysis.
* [IpoBoANTCS MPOU3BOAMTCNEM IPH BBIMYCKE EPHOANIECKH (C HHTEPBAIOM OAHO HCHbITaHue Ha 10 cepuit nnu e menee 1 pasa B rox).

Moxasaresb MOeT ObITb HE BKITIOUEH B CEPTH(IUKAT aHann3a GUpPMBI

API name / HaumenoBanue A®C:

Levocetirizine dihydrochloride / JleBoueTHpr3zuHa AUTHAPOXIOPU

Levocetirizine / JleBoLeTHpU3UH

Homep cepun cy6cTtanuuu
npoussoautens I'JID:

INN / MHH:

API manufacturer batch number / ACSH002266
Howmep cepuu npoussoautens ADC:

FP Manufacturer API Batch number / ECSA01871

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
IIpoussoaurtenr APC, crpana: H-p Peaaw’c Jlaboparopuc Jita., Uuaus

Remarks : The Product confirms to ND/
IMpumeuanue: [Tpogykt coorBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3axmovenne: OJJOBPEHO

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

[ToarotosneHo: K’%g ﬂpoaepcng ?\\ ~7 Opnobpeno: Menemkep / PykoBoautens

Date / Date / — Date / CUEVAYA
= K-t

Jara: \&-0L 106 Jarta: IS ~©2~902 4| Nara:




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Npoaykr: Ajsiepesii TabneTkit, 1OKPBITHIE MIEHOYHON 060J0YKOM, S MT

Market / Pbinox : Russia / Poccus

Batch No. / , Batch Quantity / 1040300 tab /
Cepus Ne 5 2014 Pa3mep cepuu 1040300 Ta6
Analytical Repovrt No./ . 890001866324 Date of Analysis / . 18/02/2026
AnanuTuyeckui oryet Ne Jata anaausa

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

(|Tomenno

Harta npoM3BOACTBA
Mfg. License No. /
IpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-No(001333)-(PI'-RU)
JHneH3us Ne
'Analysis performed according ND No / Avanuz nposeaen no HJI Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /
[JII-Ne(001333)-(PT-RU) ot 15.11.23

Page 6 of 6/ C1p. 6 u3 6

Name. address. authorization No for Survey Ne41, (Formulations Technical Operations - Unit-III),
HP 1 e fanb i it I/Zc(m o] it ] Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / g Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
HauMeHoBAHNE. A1DeC i HOME State, India (License No 59/RR/AP/97/F/R)
i ::B"" - ,aﬂlf “c u HoMep VYuyactokx Ne 41, (TTpousBoacteenHoe noapazaeneHue-11I), bauynanau
. . Py o me ilil i Bunnamk, bauynannu Maugan, Menuan Mankamxrapu JucTpukr,
o }(])l:mo cTBO;:Ic T Bauynasnmu (B), Bauynannu (M), Menuan-Mankamkrupu (1), wrat

P s OBTPAIE Tenanrana, Uuaus (Jluuensus Ne 59/RR/AP/97/F/R)
KauvecTBa/Bbinmyck I'JID /

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.

3akoueHe 0 COOTBETCTBHU: «HacTOAWMM 51 MOATBEPXKAAI0, 4TO NPUBEACHHAS BbIle HHPOPMALHA SBAAETCS JOCTOBEPHOH
¥ TOYHOM. DTa CepHst IPOAYKIHH NPou3BeIeHa (BKIIOYas ynakoBKy (MapKHpOBKY) W KOHTPOJIb KA4ECTBA) Ha BbILLEYKa3aHHOM
IPOM3BOACTBEHHON mnomanke (MUIOLIafKax) B TMOJHOM COOTBETCTBMH C TpeboBaHusmu [IpaBun Hamiexauiei
npou3BoAcTBeHHOH mpakTiku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpebGoBaHHUAMH KOHTPOJIS KadecTBa
JIEKaPCTBEHHbIX CPEICTB, & TAK)Ke B COOTBETCTBHH CO CHEUM(UKALUSIMH, COAEPKAIUMMUCA B PETMCTPALMOHHOM JOChE
CTpaHbI-UMIOpTEpPa. 3amlucH MO TMPOU3BOACTBY, YMAKOBKE W aHAIM3y MNPOBEPEHBl, M YCTAHOBJEHO HX COOTBETCTBHE
tpeboBanusm [IpaBun Haanexauieit Mpor3BOACTBEHHON MPAKTHKH.

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

ITpumeuanne: [Iponykt cooTBeTcTBYeT TpeboBanusam HJI 3axiaouenue: OJJOBPEHO

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

[ToaroroBnexo: @,, [IpoBepeHo, o~ Onobpeno: Menenxep / PykoBogurennb

b S e >

Date / Date / Date / o
R & A~

Jara: \% ~OL 10 26 Jlata: S —02 ~2024 | Nara: b






