Dr.Reddy’s Q

CERTIFICATE OF ANALYS

1S

CEPTUPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoaykr: Annepssii TabneTKH, MOKPLITHIE MIEHOYHOM 060I0UKOH, 5 Mr

Market / PoiHoK

: Russia / Poccus

Batch No. / . C2601755 Batch Quantity / . 1040300 tab /

Cepus N ) PazmMep cepuu * 1040300 Tab

Analytical Repo“rt No./ . 890001866320 Date of Analysis / . 18/02/2026
AHanuTHYeCKUIi oTueT Ne B Jarta aHaiu3a

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

Jata npon3BoacTBa I'ogeu no

Mfg. License No. /

IpoussoacTBeHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuneH3usn Ne

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

Analysis performed according ND No / Auasins nposeaed no HJI Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /

Page 1of 6/ Crp.1u36

No Test / [Toka3zarean

Result / PesyabTaTbl

]‘ 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. / OBaNbHEBIE
JBOSIKOBBITTYKJIbIE TabeTky,
NOKPBITBIE TINEHOUHOH oboouKon
Geyoro 1BeTa, ¢ OJHO! CTOPOHBI
rnagkde, Ha OpPYrod  CTOpOHE
rpaBupoBka «R 5». Ha monepedynom
paspese aapo 6enoro uBeTa.

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 TBOSIKOBBITYKIILIE
TabJIeTKH, MOKPBIThIE MICHOYHOR 000JI0YKON
6enoro umu moutd Genoro lBeTa, ¢ OJHOM
CTOpOHBI TJNajKHe, Ha JPYroi CTOPOHE
rpaBupoBka «R 5». Ha monepeunom paspese
AAPO OT 6eNoro JIo NouTH OeNoro 1BeTa.

Identification
Levocetirizine/
HnenTuduxanun
JleBoueTHpU3HH

Complies as prescribed /
CoorBeTcTByeT 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
OCHOBHOTO  TMKa Ha  Xpomarorpamme
UCIIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH  yIepKHBaHHs
OCHOBHOIO [TKa Ha XpOMaTorpaMMe pacTBopa
cTangapTHOro obpasla  JIeBOLETHPHU3UHA
muruapoxyopuaa (pazaen «KonmudecTBeHHOe
OTIPESIENIEHHEY).

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipogykr coorBeTcTByeT TpedoBanusm H|

Conclusion : APPROVED /

DSaKm()qune: OAOBPEHO
/]

4
Prepared by / Q Checked by .—, f,ﬁ;;;f“”/ Approved by: Manager/Executive /
[ToaroTtosnexo: At [TpoBepenof <~ Onobpeno: Menemxkep / PykoBonurens
Al s
Date / <D NN O Date / € > Date /
Hara: \&5-02- ‘ID)’E Hata: lg’r02 Gy Hata: \3 e




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

[Product : Allerway film-coated tablets 5 mg
TMpoaykT: AnnepBaii TabaeTkH, MOKPHIThIE NIEHOYHOM 060/10UKOI, 5 MT

Market / PoiHok : Russia / Poccust

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

Cepnsi Ne + 2601133 Pasmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001866320 Date of Analysis / . 18/02/2026

AganurHyecknii oTuer No Jdara anannsa -
Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

JlaTa npoH3BOACTBA - Tosgen a0 B o |
Mfg. License No. /

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

| nuuenzus Ne

Analysis performed according ND No / Anann3 nposeaen nmo HJI Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JINI-Ne(001333)-(PT-RU) ot 15.11.23

Page2of 6/ Ctp.2 36

| 133.25 mg + 4% (between 127.92 and 138.58

| 3 | Average weight / 133.38 mg/ 133,38 mr
Cpeassist macca mg) /
133,25 mr =4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / 2 min /2 MMH Not more than 15 min / He 6onee 15 mun
Pacnagaemocthb
5 | Dissolution / PacrBopenue Unit-1 / Ta6in.-1 91 % NLT 80% (Q) of label claim of levocetirizine
“Unit2 / Tabn.2 5% | 0d1hydrochlor1de after 20 min. / He menee 80
% (Q) OT HOMHWHANBHOTO COJEePKAHUA
Unit-3 / Ta6n.-3 96 % JICBOLIETUPU3HHA AUrHApOxIopuaa yepes 20
Unit-4 / Ta6n.-4 9305 |
Unit-5 / Tabn.-5 96 %
Unit-6 / Tabn.-6 95 %

Related Substances / PoucTBéHHble npuMecH

Impurity A / ITpumecs A

| Impurity B / ITpumecs B

0.01%/0,01%

Impurity C / Tlpumecs C

Not detected / He oOHapyxeHa

Not detected / He o6HapyxkeHa

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 %

Remarks : The Product confirms to ND/
pumeyanue: [IponyxT coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axouenne: OJOBPEHO

prprovcd by: Manager/Executive /

Prepared by / Checked by / . AL 7
[Toarotosneno: ‘ §§g Hposepenn?‘jwfé;/éfc/ | Ono6peno: Menemxep / ngaonmenb
CE #
Date / Date / ~ 925 Date /
& %
Hara: \8 D) 9026 Harta: (e 27 Hara: TRt o
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Tpoayir: Amiepsaii TabneTKY, MOKPLITEIE IIEHOUHON 06070UKOM, 5 Mr

Market / PoiHok : Russia / Poccus

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

Cepun Mo P LANLIES Pasmep cepun * 1040300 Ta6

Analytical Repo“rt No./ . 890001866320 Date of Analysis / . 18/02/2026

AdHanuTH4ecKHii oTyer No JaTa ananuza

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

JaTa npoussoicraa I'ogen ao B
Mfg. License No. /

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

JauueH3nsa Ne

{

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

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

Page3 of 6/ Ctp.3 u3 6

[Impurity D / TIpumecs D

TImpurity E / TTpumecs E

Impurity F / TTpumecs F

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jlrobas egunu4Has
HeUAeHTHOULMPOBaHHAS
npuMech

0.01%/0,01%

—

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

0.03% /.0,03%

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

Below LOD (LOD =0.014%) / Huxe
npenena obHapyxenus (IO =
0,014 %)

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

0.07% /0,07%

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

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauna (I1P =0,05 %)

| Total impurities /
Cymma npumecen

0.1 %/0,1 %

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

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

Chiral purity / Xupanbnas
YHCTOTA

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

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanne: [IponykT cooTBeTcTBYET TpeboBanuam HJI 3axmouyenue: OJOBPEHO
Y f’:\

Prepared by / Checked by [— > o | Approved by: Manager/Executive /
Iloarorosneno: @/ HpOBepeHo:g;—?,;x»f ot Onobpeno: Menemkep / PykosoanTensb
Date / Date / 20/ 8 Date / e

- ) - \q
Hara: \8 -0 2006 Hara: / g 2 Hara:




Dr.Reddy’s ‘..0

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Aﬂway film-coated tablets 5 mg

Mpoaykr: Annepesit TabneTkH, MOKPEITHIE MIeHOUHOH 0060/104KOM, 5 MT

Market / Poinox

: Russia / Poccus

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

Cepus Ne x CI601753 Pa3mep cepum * 1040300 Tab

Analytical Repovrt No./ . 890001866320 Date of Analysis / . 18/02/2026

| AHATHTHYECKHH oT4eT Ne Jarta anannsa ]
Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

JaTa npon3soacrea T'ogen no - o |
Mfg. License No. /

Mpoussoacreennan : 59/RR/AP/9T/E/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

aHueH3ua Ne

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

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

Page40f6/Crp.4u36

8 | Loss on drying / IloTeps B 2.7%12,7% Not more than 6.0 % / He 6onee 6,0 %
Macce NpH BbICYUIHBAHUH
9 | Microbiological purity*/ Muxpo6unosioru4eckast 4ucTora*
a) Total Aerobic Microbial 10 CFU/g /10 KOE/r ‘Not more than 10° CFU/g /
Count / Obuiee uucio He 6onee 10° KOE/r
a3p00HBIX MUKPOOPTaHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10 CFU/g /
moulds count / OB1iee unucio Menee 10 KOE/r He 6onee 10> KOE/r
JIPONOKEBBIX U TIECHEBBIX
rpubos
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrctByerB 1 T OtcyrctBUue B 1 1
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaoHOpOOHOCTH ‘ 33/33 than 15.0./ Ilokazarens npuemaemMoct (AV)
03HPOBaHHs T JomkeH ObITb He 6onee 15,0.
11 | Assay / KonnuecTBeHHOE Between 475 mg and 5.25 mg of
onpeneseHue 4.93 mg/ 4,93 mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr go 5,25 Mr neBoleTHpU3MHA
[ JUCHAPOXIIOpHIa B TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanne: [TpogyxT cooTBeTcTBYET TpeboBanusiM H]J .

~ 1

Conclusion : APPROVED /
QSaKmoquue: OJAOBPEHO

Prepared by / @——’ Checkedby > >4~ _’Approved by: Manager/Executive /
[ToAroTOBJEHO: Tlpogepeno: A& B Onobpeno: Menemxkep / PykoBonureb
" y
Date / Date / Date /
& !2‘@2 5 oo
Jlarta: \8 “DZ“W Jara: ' 8 02 Jara: \S _




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Allerwéy film-coated tablets 5 mg
Mpoaywr: Annepeaii TaGnerxil, NOKpBIThIE NNEHOYHOMH 060T0HKOM, 5 MT

Market / PorHok : Russia / Poccust

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

Cepusi Ne + C2601755 Pazmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001866320 Date of Analysis / . 18/02/2026

AHanuTnyeckni oruer Ne JlaTa aHanu3a

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

JaTa npou3BoacTBa I'ogen no T -
Mfg. License No. / -
IMpoussoacTeeHnan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JuueH3us Ne

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

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

l’aoe50f6/Cip Su36

12 | Packaging / YnaxoBka

| 10 tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabnetok B
6muctep u3 (ITA/AJV/TIBX) donsru
/ amomuHueBod Gomeru. Ilo 3

6aucTepa BMECTE C MHCTPYKUNEH MO |

MPUMEHEHHIO (nucTKom-
BKJIQ/IBILIIEM) B TAYKY KapTOHHYIO.

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.

/ Mo 7 uan 10 Tabnetox B Oaucrep u3s
(ITIA/AJUTIBX) donsrn /  anroMHHHEBOM
doneru. ITo 1, 2 unu 3 6nucrepa BMecTe ¢
VHCTPYKUMEH MO NPUMEHEHHIO (JIMCTKOM-
BKJIJIbIIIIEM ) B TTAUKY KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [TpoBOANTCS NMPOHU3BOAUTEINEM MPH BHIITYCKE MEPHOTUUECKH (C UHTEPBAIOM OAHO MchbiTanue Ha 10 cepuit mnu He MeHee 1 pasa B rox).

[Mokasarens MoxeT ObITh He BKIIOUEH B cepTH(MKAT aHAIH3a PUPMbI

* [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).

API name / Hanmenosanne ADPC:

INN / MHH:

Levocetirizine dihydrochloride / JlegonetnpusrHa JUTHAPOXIOPUL

Levocetirizine / JIeBoLeTHPU3UH

| API manufacturer batch number /
Howmep cepun npounssogutesss ADC:

ACSH002266 & ACSH002302

Homep cepun cy0cTaHIMHA
nponssoauTeas ['JID:

FP Manufacturer API Batch number /

FCSA01871 &FCSA01872

IIponssogutens APC, crpana:

API Manufactured by & country/

Dr. Reddy's Laboratories Ltd., India /
I-p Pennu’c Jlabopatopuc Jita., Muaus

Remarks : The Product confirms to ND/
IMpumeuanne: [Iponyxr cooTBeTcTBYeT TpeboBaHuam H]J

Conclusion : APPROVED /
3axiaouenue: OJOBPEHO

g _;Approved by: Manager/Executive /

Prepared by / o

IloaroroBneHo: M, Onobpeno: Menemxep / PykoBoauTensb
‘3/

Date / Date / 15020026 Date / AL

Hara: \8" Q),-{Z@Lé Jata 2 - Jara: e =8




Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
[Mpoayrr: Anaepesit 1abneTKH, TOKPHITHIE MIEHOYHOH 060710UKOi, 5 MI

Market / PoiHok

: Russia / Poccus

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

Cepns Ne o + C2601755 Pazmep cepun " 1040300 Ta6

Analytical Repourt No./ . 890001866320 Date of Analysis / . 18/02/2026

AHATHTHYECKH I 0TUeT No Jata aHanu3a - - |
Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

\JaTa npon3BoicTBa T'onen no -

Mfg. License No. /

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

JuueH3us Ne I

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

S Page 6 of 6/ C1p. 6 u3 6
Survey Ne41, (Formulations Technical Operations - Unit-III),
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)

VYuactox Ne 41, (IlpousBoacteenHoe noapasaeienue-111), bauynannu
Bunnapx, bauynannu Manaan, Meguan Mankamxrupu JJUCTpHKT,
Bauynanmu (B), bauynannu (M), Meauan-Mankamxrapu (J1), wrat

Tenaurana, Unans (Jlunenzus Ne 59/RR/AP/97/F/R)

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

HanmeHoBaHHe, aipec 1 HOMep
JIMOEH3HH IVIOLIAAKH,
OCyIIeCTBJISIOUIEH
NPOH3BOACTBO/KOHTPOJIb

| kauecTBa/BRIMYCK T'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.

3aKoYeHre 0 COOTBETCTBUH: «HaCcTOSIINM s MOATBEPXKAAI0, UTO NPUBEAEHHAS BbILIEe HHGOPMALUS SBIAETCSA JOCTOBEPHOH
¥ TOYHOMN. DTa CEepHst NPOAYKIIMH TPOU3BeIeHA (BKIIOUAs YIIAKOBKY (MapKHPOBKY) H KOHTPOJIb KAUE€CTBA) Ha BbILLIEYKA3aHHOM
NpPOM3BOACTBEHHOHW Toulaake (TUIOWIAAKax) B TIOJHOM COOTBETCTBHM ¢ TpebosBaHuamM [Ipasun Hamexamei
npousBoAcTBeHHOW mpakTuk (NeGMP-01887/21/IN ot 28 anpens 2021) u Tpe6oBaHMAMM KOHTPOJS Ka4yecTsa
JIEKapCTBEHHBIX CPEJCTB, & TAKXXE B COOTBETCTBUU CO cHeUM(PUKAUMAMM, COLCPKAIUMMUCH B PETUCTPANMOHHOM JOCHE
CTpaHbBI-UMIOpTepa. 3amucd 1O MPOM3BOACTBY, YNAaKOBKE H aHajlM3y TNPOBEPEHBl, M YCTAHOBJIEHO MX COOTBETCTBHE
TpeboBanusm [Ipasun Haamexaneid MPoU3BOACTBEHHON MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykTt coorBeTcTBYET TpeboBaHuam HJJ 3akmouenne: OJOBPEHO
- o N

Prepared by / O Checkedby/ — sz.i-j:f Approved by: Manager/Executive /
[TOArOTOBIEHO: \“UU LQ IMposeperno{ ~Zz25— Onobpeno: Menemkep / PykoBogutens
Date / Date / o L Date / \

=9 D] CL2~ L2024 e
Hara: \8 —(02, Q/DZ/B JHara: (£ez 2 QC’ Hara: Ny






