Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IMpoaykT: Annepsaii TabneTkH, NOKPHITHIE MIEHOUHOH 060JI0UKOMH, 5 MT

Market / PoiHok

: Russia / Poccus

Batch No. / Batch Quantity / 1040300 tab /
: C2601820 :
CepusaNe Pasmep cepun 1040300 Ta6
Analytical Repovrt No./ . 890001868683 Date of Analysis / . 28/02/2026
AHaJluTHYeCKHH oT4UeT No JlaTa ananusza
Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028
JaTta npon3BoacTBa Tonen no
Mfg. License No. /
IMpouszsoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Januen3ust Ne

JITI-N2(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Anauu3 nposesed no HJI Ne; Jll'l-.N?_»(001333)-(Pl“-liU) dt. 15.11.23 /

Page1of 6/ Crp.1u36

Ne Test / Hoka3zaTean

Result / Pe3yabTaThl

Specification / Hopma

1 Appeirance / 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. / OBajbHble
JIBOSTKOBBITTYKJIbIE TabneTkn,
MOKPBITEIE MJIEHOYHOH 000J0UKO¥H
6enoro 1Bera, ¢ OJHOW CTOPOHBI
rajgKue, Ha Jpyrod  CTOpDOHE
rpasuposka «R 5». Ha nonepeunom
paspese sapo Henoro 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 BOSIKOBBIIYKJIbIE
TabJIeTKH, TIOKPBITbIE MJIEHOUHOH 060J0UKOMH
6enoro unu moyTH Oenoro 1lBeTa, ¢ OAHOU
CTOPOHBI rNajkue, Ha JpYrod CTOpoHe
rpaBupoBka «R 5». Ha momepeuHom paspese
siapo oT 6enoro 1o nout 6esoro 1BeTa.

Identification
Levocetirizine/
HpenTnduxanus
JleBoueTHpU3UH

|

Complies as prescribed /
CoortsercTBYeT TpebHOoBaHMAM

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
OCHOBHOTO  NHKa Ha  XpoMmarorpamme
UCIIBITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBAaTb  BPEMEHHM  YAEPKHBaHUS
OCHOBHOTO NHKa Ha XpoMaTorpaMme pacTBopa
cTaHaapTHoro  ofpasua  JNeBOLETHPU3UHA
qurugpoxnopuaa (pazaen «KonnuecTBeHHOE
onpeAeeHue»).

3 | Average weight /
Cpennsisi macca

133.70 mg/ 133,70 mr

133.25 mg + 4% (between 127.92 and 138.58

mg)/
133,25 Mmr+4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /
Pacnagaemocts

3 min/ 3 MU

Not more than 15 min / He 6onee 15 mun

Remarks : The Product confirms to ND/
IIpumeuanne: Iponykt coorBeTcTByeT TpeboBanusam HJJ

Conclusion : APPROVED /
akmodenne: OJOBPEHO

N
Prepared by / Checked by / /a/(}c’/‘/"“ ~Approved by: Manager/Executive / f)
[ToxroTosnexo: [@ [Tposepenaf V Onobpeno: Menemxep / Pykoponnreis
Date / Date / Date / L7 VL6
Hara: 28022026 Hara: 28 27226 Jara: Z&




@e
) oG
. Dr.Red dy S q_o CERTIFICATE OF ANALYSIS
CEPTUGHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IMpoayxT: Annepsait TabneTky, MOKPBITHIE NJIEHOYHOM 060104KOH, 5 MT

Market / Peinok : Russia / Poccust

Batch No. / . Batch Quantity / . 1040300 tab/
Cepus Ne ¥ £2601420 Pa3mep cepun ) 1040300 Tab
Analytical Repovrt No./ - 890001868683 Date of Analysis / . 28/02/2026
AunanuTudeckuii oTyer Ne JlaTa anaaun3a

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

[MaTta nponssoacTea Toaen a0

Mfg. License No. /

IIponsBoacTBeHHAS! : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuUeH3Hs No ,

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

Page2 of 6/ Ctp. 2 H3 6

5 | Dissolution / Pacropenue Unit-1/ Tabn.-1 94 % NLT 80% (Q) of label claim of levocetirizine
| . . -
Unit-2 / Tabn.2 95 % (()ilhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMHHANIBHOIO COJAepXaHHs
Unit-3 / Ta6n.-3 97 % JIeBOLETUPU3HHA OUTHApOXIopuaa uepe3 20
" Unit-4/ Tabn.-4 o7% | "
Unit-5 / Ta6n.-5 98 %
“ Unit-6 / Tabn.-6 95 %
6 | Related Substances / PoacTBeHHbI€ IPHMeECH
Impurity A / [Tpumecs A Below LOD (LOD =0.007%) / Huxe |Not more than 0.4 % / He 6onee 0,4 %
npezaena obHapyxenus (I1O
=0,007 %)
Impurity B / IIpumecs B Not more than 0.4 % / He 6onee 0,4 %
Below LOQ (LOQ =0.008%) /
Hwxe npegena KOMUYECTBEHHOIO
onpenenerus (ITIKO = 0,008%)
Impurity C / ITpumecs C Not more than 0.4 % / He 6onee 0,4 %
Not detected / He o6HapyxeHa
: o 0 0
Impurity D / [Tpumecs D 0.01%/0,01% Not more than 0.4 % / He 6ousee 0,4 %
—
Impurity E / [Tpumecs E Not more than 0.4 % / He 6onee 0,4 %
0.04% / 0,04%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmevanne: [IpoayxT coorBeTcTBYET TpeboBaHusiM HJT 3akmouenue: OJOBPEHO

.
o~

Prepared by / Checked by | — == . Approved by: Manager/Executive / ij .
[ToAroToBeHO: @ Hponcpengg% Onobpeno: Menemkep / PykooanTdis

Date / 5g e Date / 0 @) 220 Date / 52 Ty /Lo

Hara: Jara: Hara:




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
OponyxT: Annepsaii TabneTky, NOKpbIThIE MIEHOUHOH 060104KOH, 5 M

Market / Poinok

: Russia / Poccus

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

Cepusi Ne i C2a0182d Pa3mep cepuu * 1040300 Tab

Analytical Repourt No./ . 890001868683 Date of Analysis / . 28/02/2026
AnaguTHYecKuii oTueT Ne Jara anaanza

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

Hata npoussoacTea Topen g0

Mfg. License No. /

IpousBoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
anueH3ust Ne

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

JITI-Ne(001333)-(PI-RU) o1 15.11.23

Page30of 6/ Ctp.3 36

Impurity F / [Tpumecs F

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jlrobas eguHu4Has
HeuaeHTUOUIIMPOBAHHAS
MpUMech

Not detected / He oOHapyxeHa

0.08% /0,08%

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

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

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

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

Total impurities /
CymMma npumeceii

0.1%/0,1%

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

7 | Chiral purity / Xupansnas
YHCTOTA

Below LOD (LOD =0.0138%) /
Hixe npenena obHapyxenus (I10 =
0,0138%)

S-isomer — not more than 1.5% /

S-uzomep — He Honee 1,5 %

8 | Loss on drying / Iloteps B
Macce NMpPH BHICYIIHBAHUH

3.3%/ 3,3 %

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

9 | Microbiological purity*/ Mukpo6uosornueckasi yucrora*

| a) Total Aerobic Microbial
Count / O61ee yucno
a3poOHBIX MHKPOOPraHU3MOB

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

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

Remarks : The Product confirms to ND/
Ilpumeuanmne: [Tpogykt cooTBeTcTByeT TpeboBaHmsam HJJ

-~

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by /— . 2| Approved by: Manager/Executive /
[TOArOTOBNEHO" L@ HPOBGPEHW Onobpeno: MeHemkep / PykoBonnTeis-
Date / _ Date / ) TP Date / o R-D2 -2 5
Jlarta: 2& Rl 207/6 Hara: &Zé} Jlata: %




Dr.Reddy’s €
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IpoxyxT: Anneps3ii TabneTky, MOKPbIThIE NIEHOYHOH 0060M04KOH, 5 M

Market / PoiHok

: Russia / Poccus

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

Cepusi Ne + C2601820 Pazmep cepuu 1040300 Tab

Analytical Report No./ . 890001868683 Date of Analysis / . 28/02/2026

AHaanTHYeckHil oTueT No Jarta aHau3a

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

JaTa npou3sBoacTBa T'ozen oo

Mfg. License No. /

IlpousBoacTBEHHAR : 59/RR/AP/9T/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)

JHueH3us Ne B

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

Page40f6/Crp.4 n3 6

rpu6oB

b) Total Combined Yeast and
moulds count / O61iee yucio
JPOMOKEBDIX U MIECHEBBIX

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 /
OrcyrctByer B 1 r

Uniformity of dosage units /
OaHOpPOAHOCTH AO3UPOBAHUS

47747

Shall be absent in 1 gram /
OtcytctBue B 1

Acceptance value (AV) should not be more
than 15.0./ ITokazatens npuemnemoctu (AV)
JIOJDKEH ObITh He Oosee 15,0.

aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / Tlo 10 tabnetox B
onmicrep u3 ([IA/AJI/IIBX) donbru
/ amromunueBoit ¢onbru. Ilo 1
6cTepy BMECTE C MHCTPYKLIUEH Nno
MPUMEHEHHIO (nucTrom-
BKJ1a/IbIlIEM) B AYKY KAPTOHHYIO.

11 -Assay/Ko.rmquTBeHHoe 4.89 mg / 4,89 mr Between 4.75 mg and 5.25 mg of
onpeae/enne levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr JeBOLETUPU3UHA

JUTHAPOXI0pUAA B TabNeTke.
12 | Packaging / Ynakopka 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10 tablets in a (PVC/AI/PVC) foil /

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

/ Tlo 7 unn 10 Tabnerox B Onuctep u3
(ITA/AJUTIBX) donern / amoMHHHEBOH
domeru. Ilo 1, 2 umu 3 Gnucrepa BMecCTe ¢
MHCTPYKLHEH MO0 MpUMEHEHUIO (JTIMCTKOM-
BKJaJbILIEM) B Ma4YKy 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.
* [IpoBoaUTCS MPOU3BOAHUTENIEM MPHU BbIMYCKE NMEPHOANYECKY (C MHTEPBANIOM OJIHO McMbiTaHue Ha 10 cepuil uny He MeHee

1 pa3za B ron).

[Toka3aTens MOXET OBITh HE BKJIIOYEH B cepTu(uKaT aHaIu3a GUpMbl.

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponykr coorBeTcTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akiaouenue: OJJOBPEHO

Prepared by /

[ToaroTORAEHO: @

"
o

T

Approved by: Manager/Executive / {2
Ono6peHo: Menemxep / P_wconomwém}

Date /
Jara:

’2_8 02 202

Date / ZS—Q_W%

JlaTa:

Date /
Jlara:

2;3*02*7/0246
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Dr. Reddy’s ‘:‘ CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg ‘
IMpoayxT: Anepsaii TabneTky, MOKPBITLIE MIIEHOYHOH 060J10UKOIA, 5 MT
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
|Cepust Ne k £2601820 Pa3mep cepuu ) * 1040300 Tab o
milgtical Rapurk N 4 : 890001868683 s sald . 28/02/2026
AHanuTHYeCKHH oTueT No JlaTta anaanza
Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028
JaTa nponsBoacTBa T'ogen no
Mfg. License No. /
IIponzBoacTBeHHARA : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PT-RU)
JHIeH3Hs1 Ne
Analysis performed according ND No / Ananus nposeaes mo HJI Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI-RU) ot 15.11.23

PageSof 6/ Ctp. 513 6

| API name / HanmenoBanne ADC: Levocetirizine dihydrochloride / JleBoueTHpr3HUHA JUTHAPOXIOPH
 INN/ MHH: - - Levocetirizine / JIeBoueTHpU3HH
API manufacturer batch number / ACSH002302 & ACSH002460

Homep cepun npoussoagurtens ADC:
FP Manufacturer API Batch number /

Homep cepuun cyGeTaHuuu FCSA01872 & FCSA01873
npounssoauTens: I'JIM: | B

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpoussogutenr ADC, crpana: H-p Pennu’c Jlaboparopuc Jita., Maaus

" Survey Ned1, (Formulations Technical Operations - Unit-IIT), Bachupally

Name, address, authorization No for : e

FP manufacturing site / Control site / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
e sated AL S Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

Ilizl;;seeﬂf)l;:me agpec H HOMep NoSERRIAFRTFR}

J—— n.nou;amm VYyactok Ne 41, (ITpousBoacteenHoe noapasaenenue-II), bauynasu

P . Bunnamx, bauynannn Mangan, Meauan Mankampkrupu JIUCTpuUKT,
bauynannu (B), bauynannu (M), Menuan-Mankamxrupu (), wrat

TpPOUSBOICFRDRONYDONL Tenanrana, Mupaus (Jluneusus Ne 59/RR/AP/97/F/R )

KkavecTBa/Bbinyck ['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.

3axroueHne 0 COOTBETCTBHU: «HacTosWuM 5 MOATBEPXK/IAt0, YTO NPUBEAECHHAS Bbllle HHPOPMALUA ABISETCA JOCTOBEPHOMH
1 TOYHOMH. DTa cepust NPOAYKLMH Npou3BeneHa (BKIIFOYas yrakoBKy (MapKHpOBKY) H KOHTPOJIb KA4eCTBa) Ha BbILIEYKa3aHHOM
NPOM3BOACTBEHHON Iolanke (miomaaKax) B TMOJHOM COOTBETCTBMH ¢ TpeboBaHusaMu [IpaBui  Hajlexauiei

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumevanne: [Ipoaykr cootBeTcTBYET TpeboBaHusM HJJ 3akmouenne: OJJOBPEHO

A2 : .
Prepared by / Chgcked by / ’f-?: Qc;ﬁ I Approved by: Manager/Executive / Ve
IMoarorosneno: [MposepeHoL) < Onobpeno: Menemxep / PykoBosiresis
Date / Date / cl727¢ | Date/ A P |2
Hara: 2E 022006 Hara: 2@ 2€ Hara: Z éA g W




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

]Product : Allerway film-coated tablets 5 mg

Ipoayxr: Annepssii TabneTku, NOKPBIThIE MIEHOYHOH 000104KOMH, 5 Mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne : 2601820 Pasmep cepun * 1040300 Tab

Analytical Repo:-t No./ . 890001868683 Date of Analysis / . 28/02/2026

AnaguTHYecKHi oT4yeT No Jara ananusa

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

Jdata nponsBoacTsa T'onen o

Mfg. License No. /

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

Juuensus Ne o

Analysis performed according ND No / Anaaus nposenen no HJI Ne: JIM-No(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page 6 of 6 / CTp. 6 u3 6

npon3BoacTBeHHON mpakTuku (NeGMP-01887/21/IN or 28 anpenss 2021) u TpeGOBaHMSAMH KOHTPOJISl KayecTBa
JIEKAPCTBEHHBIX CPEACTB, & TaKK€ B COOTBETCTBHU CO creUUdUKALMSIMH, CONEPKALIUMHUCS B PETHCTPALUOHHOM JOChE
CTpaHbI-UMIOpTepa. 3alucu MO MPOU3BOACTBY, YIAKOBKE W aHalW3y MpPOBEPEHbl, M YCTAHOBJIEHO HMX COOTBETCTBHE
TpeboBanmnsam IIpaBun Haanexaiuei npou3BoACTBEHHON MPAKTHKH.

Remarks : The Product confirms to ND/
IIpumeyanne: [IpoaykT cooTBeTcTBYET TpeGoBannsam HJJ

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

AV o)

Prepared by / Checked by [ >, > Y ’Approved by: Manager/Executive / i
[Toarorosnewo: L@ HPOBEI‘EH(?% Onobpeno: Menemxep / Pyxoaonm-en&i 2
Date / A Date / D 2R 6 | Date/ Py Y A o
Jara: 2€ 02 ~201L6 Tara: Iata: 2 L




