Dr.Reddy’s ":

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IponyxT: Annepsaii TabneTkH, MOKPLITbIE MIEHOUHOH 060I04KOM, 5 MT

Market / Poinok

: Russia / Poccus

Batch No. / . C2601819 Batch Quantity / . 1040300 tab /

Cepusi Ne ) Pasmep cepuu * 1040300 Tab

Analytical RepOI't No./ . 890001868682 Date of Analysis / . 28/02/2026

AHaTHTHYECKHI oTueT No JlaTa ananu3a

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

JaTa nponssoacTea Tomen 10

Mfg. License No. /

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

Juuen3usi No !

Analysis performed according ND No / Ananus nposexen no HJI Ne: JIM-Ne(001333)-(PT-RU) dt. 15.11.23 /

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

Pagelof 5/Crp.1m35

Ne Test / IToka3zaTean

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. / OBasbHble
J1BOSIKOBBIITYKJIBIE TabNeTKH,
NOKPBITBIE TUICHOUHOW 0b0Js104KOH
6enoro 1BeTa, ¢ OHHOW CTOPOHBI
riajkde, Ha JIpyroil  CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom
pazpese sapo Henoro Lgera.

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 ABOSIKOBBIMYKIIbIE
TabNETKH, TOKPBITBIE MNEHOUHOH 0001I04KOiM
fGeoro WA MouTH OeNoro IBeTa, ¢ OJHOM
CTOPOHbl [J1aJKHe, Ha JpYroi CTOpoHe
rpaBupoBka «R 5». Ha nonepednom paspese
sapo ot 6eoro 10 nouTH H6eoro 1BeTa.

2 | Identification
Levocetirizine/
HNpentnduxanus
JleBoLeTHPU3HH

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 yaepXuBaHUA
OCHOBHOrO  NMKa Ha  Xpomarorpamme
MCIBITYEMOTO pacTsopa JIOJDKHO
COOTBETCTBOBATb ~ BPEMEHH  YIEpPXKHBaHUA
OCHOBHOTO THKa Ha XpoMaTorpaMMe pacTBopa
cTanjapTHoro  obpa3ua  JieBOLETHPHU3HHA
jquruapoxjopuga (pasaen «KonuuecTBeHHOE
OnpeaesieHue»).

3 | Average weight /
Cpennsisi macca

133.56 mg / 133,56 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr+4 % (ot 127,92 o 138,58 mr)

4 | Disintegration /
Pacnagaemocth

3 min/ 3 MuH

Not more than 15 min / He 6onee 15 Mun

B

Remarks : The Product confirms to

ND/

Hpumeuanne: [Tponykt cootBercTByeT TpeboBannsim HJJ
Y
0

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by / : Checked by / Approved by: Manager/Executive /
[oaroroBnenf; - Iposepero: L@D OnobpeHo: MeHemKep/Pyxoanmrnf_}i:f?
Date / D@ D22l Date / .y Date / 5 % O _“LOU
JaTa: Jata: 2R 0L~ Jara: &
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CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg

|Mpoaykr: Aanepesii TabneTku, noKpbLITHE MIEHOYHOR 000104k, 5 MT

Market / Poinok

: Russia / Poccus

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

Batch No. / . C2601819 Batch Quantity / . 1040300 tab/

Cepun No ) Pazwep cepun 1040300 Tab

Analytical Repovrt No./ . 890001868682 Date of Analysis / . 28/02/2026
AnanuTuuecknii oTyer Ne JlaTa aHanu3a

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

JaTta npon3BoacTBa I'omen no

Mfg. License No. /

IIpouseoacTBeHHAs! : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jnnner3us Ne

Analysis performed according ND No / Anasius nposenen no HJ[ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page2 of 5/Crp.2m35

5

Dissolution / PactBopenue Unit-1/ Ta6n.-1 97 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn.2 99 % ghhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMHHAJIBHOIO COAEPXKAHHUS
Unit-3 / Ta6n.-3 97 % JIeBOLIeTUPU3NHA AUTUApPOXJIopuAa uepes 20
Unit-4 / Ta6n.-4 8% |
Unit-5 / Tabn.-5 95 %
Unit-6 / Tabn.-6 95 %

6 | Related Substances / PoacTBennble NPHMeECH

Impurity A / [Ipumecs A

Impurity B / lTpumecs B

Impurity C / IMpumecs C

'IIITpurityiD / Tlpumecs D

Impurity E / ITpumecs E

Below LOQ (LOQ =0.008%) /
Huxxe npenena KOJMYECTBEHHOrO
onpenenerus (IIKO = 0,008%)

Not detected / He oGHapyxeHa

0.01%/0,01%

0.04% / 0,04%

Below LOD (LOD =0.007%) / Huxe | Not more than 0.4 % / He 6onee 0,4 %

npeaena obHapyxenus (I10
=0,007 %)

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 0.4 % / He 6onee 0,4 %

N M

Remarks : The Product confirms to ND/
IIpumeyvanne: Iponyxr coorBeTcTByeT TpeboBanusimM HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / ; M Checked by / Approved by: Manager/Executive / |
“l'l_u‘_IFO’r[‘!IiJTCW IpoBepeHo: @ Onobpeno: Menenxep / Pykosonnte/ta
Date / DR oole Date / Date / 2L -
Jara: ’ Jlata: 2802 1026 JlaTa: ;% OLs




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mpoaykr: Aniepeoii TabneTin. NOKPLITHIC MISHO4HOR 000104Koil, 5 Mr

Market / Poinok : Russia / Poccust

Batch No. / . C2601819 Batch Quantity / . 1040300 tab /

Cepusi Ne ) i Pasmep cepun * 1040300 Tab

Analytical Repo:’t No./ . 890001868682 Date of Analysis / . 28/02/2026
AHaquTH4ecKHi oTyeT No JlaTa aHaau3za

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

Jara npousBoicTsa Tonen xo

Mfg. License No. /

IlpoussBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIT-Ne(001333)-(PI'-RU)
[JIauen3us Ne

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

Analysis performed according ND No / Anaaus nposegen nmo HJ{ Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of S/ Crp.3 m35

Impurity F / Ilpumecs F

[ Impurity RCT-3 / [Ipumecs
RCT-3

Any individual unidentified
impurity / Jlrobas eguHWYHas
| HeMJeHTH(DUUUPOBaHHAS
NpuMech

Not detected / He obHapyxeHa

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 peructpauuu (ITP =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 %

S-isomer — not more than 1.5% /

7 | Chiral purity / Xupaabnaa |Below LOD (LOD =0.0138%) /
YHCTOTA Hwxe npenena oduapyxenus (I10 = S-H30Mep — He Goree 1,5 %
0,0138%)
8 | Loss on drying / [Toreps B 3. 0%/ 3,0 % Not more than 6.0 % / He 6onee 6,0 %
mMacce NpH BLICYWIHBAHAH [
9 | Microbiological purity*/ Mukpo6uosornyeckast 4HcToTa®

a) Total Aerobic Microbial
Count / Ob1uee guciao

’ a’pOOHBIX MUKPOOPraHU3MOB

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/
Ipumeuanne: [IpoaykT coorseTcTBYeT TpeboBaHmsM HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Py
[Toarorosn W/

=t

Checked by /
[IpoBepeHo:

e

Approved by: Manager/Executive / ) —
Opnobpeno: Menemxep / P_vmmonn'reﬁthﬁ ‘

Al D@ e 202€

JlaTa:

Date /
JlaTa:

2@ 02-2026

Date /
Jlara:




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHOPHUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
Ipoaykr: Annepsaii TabNETKH, MOKPLITHIC MIEHOYHOI 060J104KOM, 5 MT

Market / Poinok

: Russia / Poccus

Batch No. / R Batch Quantity / 1040300 tab / |
Cepusi Ne ) - Pasmep cepun " 1040300 Ta6

Analytical Repo:'t No./ . 890001868682 Date of Analysis / . 28/02/2026

AHaJnTHYeCcKni oTuer Ne JlaTa aHaqan3a

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

|lata npon3BoACTBA TI'open no

Mifg. License No. /

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

JuueHsus Ne - |

JITI-Ne(001333)-(PI'-RU) oT 15.11.23

Analysis performed according ND No / Anain3 nposegen no H/I Ne: JIM-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page4 of 5/ Ctp. 4 u3 5

b) Total Combined Yeast and
moulds count / Ob1ee uncao
JPOXOKEBbIX W MJIECHEBBIX
rpubos

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/
OtcytctByer B 11

Shall be absent in 1 gram /
OtcyrctBue B 1 1

Uniformit;' of dosage units /
OnHOpOIHOCTH J03UPOBAHHKS

10

3.9/3,9

Acceptance value (AV) should not be more
than 15.0./ Tloxazatens npuemnemoctd (AV)
JfomkeH 6bITh He boiee 15,0.

aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / ITo 10 Tabnerok B
6nucrep u3 (ITA/AJI/TIBX) donbru
/ amomunueBod doneru. I[lo 1
6nmMcTepy BMeCTe C MHCTPYKLIMEH 1o
TIPUMEHEHHIO (nucTrom-
BKJIAZIBILIEM) B TIAUKY KAPTOHHYHO.

11 | Assay / KonnuecTBeHHOE 4.87 mg /4,87 mr Between 4.75 mg and 5.25 mg of
onpeaeNeHHe levocetirizine dihydrochloride per tablet. /
Ot 4,775 mr po 5,25 Mr neBoLETHpPHU3HHA

OUTHAPOXJIOPHAA B TaOJIETKE.
12 | Packaging / YnakoBka 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.

/ Mo 7 wnu 10 Tabnerok B Onucrep u3
(TTA/AJ/TIBX) doneru / amoMHHHEBOMH
donbru. Ilo 1, 2 umu 3 6nucrepa BMecTe ¢
WHCTPYKLKMEH TNO TPUMEHEHUIO (JUCTKOM-
BKJIQJIbIIIIEM) B TAYKY 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.
* [IpoBoaMTCS MPOU3BOJAUTENEM TIPH BBIMYCKE TIEPUOAMYECKH (C WHTEPBAIOM OJHO MCTbITaHHe Ha 10 cepuii UK He MeHee

1 paza B ron).

INokazarenb MOXKeT ObITh HE BKJIIOYEH B CEpTHGHKAT aHANH3a GUPMBI.

Remarks : The Product confirms to ND/
IIpumeqanne: IpoaykT cooTBeTcTBYET TpeboBanusm HJJ
N

Conclusion : APPROVED /
3axouenune: OJJOBPEHO

Prepared by /

Z—T Checked by /
I“Io,!u'wrnn,nmm(:; N [Tposepeno:

[4D

Approved by: Manager/Executive / =l
Ono6peno: Menemkep / PyKoBo,un@I)/ ==

Date /
Jlara:

,o/gf/;@ng

Date /
JlaTa:

Date /
Jara:

FFH L Wb
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Dr.Reddy’s q; CERTIFICATE OF ANALYSIS

CEPTHDOUKAT AHAJIN3A
Product : Allerway film-coated tablets 5 mg
Mpoayrr: Assepsaii TabieTicn, NOKPLITLHIE MIeHOUHOH 0GojotKoii, 5 Mr
Market / Poinox : Russia / Poccust
Batch No. / . C2601819 Batch Quantity / . 1040300 tab /
Cepus Ne ' Pazmep cepun * 1040300 Tab
Analytical Repovrt No./ . 890001868682 Date of Analysis / . 28/02/2026
AHajsuTHyecKHil oTyeT No HMara anannsa
Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028
JlaTa npousBoacTBa Toaewn a0
Mfg. License No. /
IIpousBoacTBeHHasn : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JIMIEeH3usT Ne o
Analysis performed according ND No / Ananns nposenen mo HJI Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

PageSof S/ Crp.5m35

| API name / Haumenosanue A®C: Levocetirizine dihydrochloride / JlesoueTvpu3nHa JMTHAPOXIIOPUA
INN / MHH: Levocetirizine / JIeBoUETHPU3NH
API manufacturer batch number / ACSH002302

Howmep cepuu npounssoautes ADC:
FP Manufacturer API Batch number /

Homep cepuu cy6cTanuum FCSA01872
npoussoautess I'JID: o -

API Manufactured by & country / Dr. Reddy’s Laboratories Ltd., India /
IIpoussogutens A®C, crpana: J-p Pennu’c Jlaboparopuc Jita., Unaus

e Survey Ne4 1, (Formulations Technical Operations - Unit-III), Bachupally

Name, address, authorization No for . s W

Pt i § Cotytrol shte Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
PRI A I SR L ORREOR SRS Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

Il;e‘ease i No S9/RR/AP/97/F/R)

HENICSapaIEe, SApCE nHOMED VYuactok Ne 41, (TTpouzBoacteenHoe noapasnenenue-IIl), bauynaniu
ARG AH TREOIAARR, Bunnamx, bauynannu Mannan, Menuan Mankapkrupu JIHCTPUKT,
ORYIIGET SITHAMIE bauynamnu (B), bauynamm (M), Menuan-Mankamxrupu (1), wrar
PGSR IO QR Tp0ITE Tenanrana, Uuans (JIuuensust Ne 59/RR/AP/97/F/R )

KayecTBa/Bbinyck ['JI® /

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.

3aKoyeHe 0 COOTBETCTBUH: «HacTosumm s NoATBEepXkAat0, UTO MPUBEAEHHAs! Bblllle HHQOPMALHs ABNSETCS A0CTOBEPHOH
¥ TOYHOM. DTa cepusi NPOLYKLHH Npou3BeaeHa (BKIIIOUAs YNIaKoBKY (MapKUPOBKY) M KOHTPOJIb Ka4ecTBa) Ha BblLLIEyKa3aHHO!
NPOU3BOJCTBEHHON mnowaake (Mowaakax) B MOJHOM COOTBETCTBHM C TpeGoBanusmu [IpaBun Haznexauei
Npou3BOACTBEHHON mpakThku (NeGMP-01887/21/IN or 28 anpens 2021) u TpeGoBaHHSIMH KOHTPOJISI KadyecTBa
JIEKapCTBEHHBIX CPEACTB, @ Taloke B COOTBETCTBUM CO CrELU(HKALWAMH, COAEPKALMMUCA B PETHCTPALMOHHOM JI0ChE
CTpaHbl-MMNopTepa. 3alucH N0 MPOWU3BOACTBY, YNAKOBKE M aHaIM3y TNPOBEPEHbl, M YCTAHOBJIEHO WX COOTBETCTBHE
TpeboBanusm [IpaBun Haznexailel MPOU3BOACTBEHHON MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [Iponykr cooTBeTcTByeT TpeGosanusiv HJT 3aknwouenue: OJJOBPEHO
»)

Prepared by / _ = | Checked by / Approved by: Manager/Executive / - :F/
[ToaroroBneHo: ﬂ/ [TposepeHo: l@ Onobpeno: Menemxep / PykoBoantes o

Date / Date / Date /
2E~-R 208 0 Q 22026 SO LoLb

Jara: JlaTa: Hara:




