Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
INpoaykT: Annepssii TabNeTku, NOKPLITHIE NJIEHOYHOH 000I0UKOH, 5 MI'

Market / Poinox

: Russia / Poccus

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

Cepun Ne ¢ C2o13671 Pa3mep cepuu * 1040300 Tab .
Analytical Repovrt No./ . 890001855416 Date of Analysis / . 24/12/2025

AHanauTHYecKHii oTueT Ne Jata ananusa

Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028

JlaTa Npon3BoAcTBa I'onen o

Mfg. License No. /

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

Analysis performed according ND No / Anaans nposenen no H/1 Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page1of 6/ Crp.1 136

Ne Test / Iloka3zaTennb

Result / Pe3yabTaTsbl

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
JBOSIKOBBINYKJIbIE TabneTku,
NOKpPBIThIE MJIEHOYHON 000104KOH
6enoro uBera, ¢ OJHOIl CTOPOHBI
raaakuie, Ha  ApYroil  CTOpoHe
rpaBupoBka «R 5». Ha nonepeuHom
paspese siapo 6esoro 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. / OBanbHbIe IBOSKOBBINYKIIbIE
TabJeTKH, MOKPBIThbIE NMIEHOUHOH 00605104KOi
oenoro uWnu mnoytn Oeforo LiBeTa, ¢ OAHOM
CTOpOHbl TIJIalKHe, Ha [APYroii CTOpoHe
rpaBupoBka «R 5». Ha nonepeunom paspese
sIpo OT 6enoro 10 NouTH Henoro LBeTa.

Identification
Levocetirizine/
HUnenTndukanns
JleBoueTHpHU3HNH

Complies as prescribed /
CooTBeTcTBYeT 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 ynepxuBaHHs
OCHOBHOTO  NHMKa Ha  XpomaTorpamme
UCTILITYEMOTO pacTBopa JIOTIKHO
COOTBETCTBOBATH BPEMEHH  yIAEpPXWBaHUs
OCHOBHOTO MM11Ka Ha XpOMaTorpamme pacTBopa
cTaHaapTHoro obpa3la  JIeBOUETHPHU3WHA
aurnapoxnopuna (pasnen «KonuuectBeHHoe
onpeaeneHue).

Remarks : The Product confirms to ND/
IIpumeuanne: [Nponykt cooTBeTcTBYET TpeboranusM HJL

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

=

Prepared by / v N 4‘

[loaroroBneno: ———-

Checked by / - -
l'lpoacpcuu(.'??fﬁxf b

Approved by: Manager/Executive /
~Opobpeno: Menemxep / PykoBoanuTtens

.

Date /

el 2R -12 -~

Date / Qéf,z,&(zﬁs

Date / f}'}/)’}/'}‘ﬂr

JlaTa:

Jara:




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
TMpoayxT: Annepsaii TabneTku, NOKPbITbIE TIEHOYHON 000JI0YKOM, 5 MT

Market / Poinox

: Russia / Poccus

=
Batch No./ . C2515671 Batch Quantity / ’ 1040300 tab /
Cepusa Ne Paszmep cepun 1040300 Tab _
Analytical Repo;t No./ . 890001855416 Date of Analysis / . 24/12/2025
AHaNMTHYECKHI oTUeT No JlaTa ananu3za
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
JlaTa npon3BoacTBa o o T'onen a0 B - ]
Mfg. License No. /
IlpousBoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JinneHsus Ne

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

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

Page2 of 6/ C1p.2 M3 6

3 | Average weight / 133.59 mg/ 133,59 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpennsst Macca mg) /
133,25 mr +4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / 2 min/ 2 Mun Not more than 15 min/ He Gonee 15 Mun |
Pacnapaemoctnb
5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 96 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn2 95 % odlhydrochlonde after 20 min. / He menee 80
% (Q) OT HOMWHaIBLHOTO coOAepKaHHS
Unit-3 / Tabn.-3 93 % JIEBOLIETHPU3HHA Aurnapoxnopuaa uepes 20
Unit-4 / Ta67.-4 07% |
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 95 %
6 | Related Substances / PoacTBeHHble npuMecH :
Impurity A /Tlpumecs A Below LOD (LOD =0.007 %) / Not more than 0.4 % / He 6onee 0,4 %
Huxe npenena obnapysxxenus (I10
=0,007%)
Impurity B / Tlpumecs B Not more than 0.4 % / He 6onee 0,4 %
Below LOQ (LOQ =0.008 %) /
Huwxe npenena KonW4yecTBEHHOroO
onpeaenenus (ITKO = 0,008 %)

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykT cooTBeTcTBYET TpeboBaHusaM HJ|

Va

Conclusion : APPROVED /

3aknouenne: OJJOBPEHO
>

Prepared by /  ——
IloarotoBaeHo: ———
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Checked by /
Ilposepend; —

o=
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e

Approved by: Manager/Executive /
OpnobpeHo: Menenxep / PyxoBoautens

P

Date /

Jara: p’:r’\prW
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Dr. Reddy’s Q.O. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoayr: Annepesii TabacTki, NOKPLITHIE NIEHOYHON 0bonoukoii. 5 Mr

Market / Prinox : Russia / Poceus

Batch No./ . Batch Quantity / 1040300 tab /

Cepns Ne : A0 Pazmep cepiint " 1040300 Tab

Analytical Repovrt No./ . 890001855416 Date of Analysis / . 24/12/2025

AHaIHTHYeCKRT oTueT Ne JlaTa anannsa

Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028

JlaTa npon3poacTBa Topen no o
Mfg. License No./

IpouzBoAcTBeHHAR : 59/RR/AP/97/FIR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
anuensns Ne

Analysis performed according ND No / Anaans nposeaen no HJ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
| JITI-Ne(001333)-(PI'-RU) ot 15.11.23 - B L

Page3 of 6/ Ctp.3n3 6

Impurity C/ ITpumecs C Not detected / He obHapysxeHa Not more than 0.4 % / He 6onee 0,4 %

Impurity D7 INpumecs D Not more than 0.4 % / He 6onee 0,4 %
0.01%/0,01%

Impurity E / Ilpumecs E Not more than 0.4 % / He Gonee 0,4 %
0.03%/0,03%

Impurity F / [lpumecs F Not more than 0.4 % / He 6onee 0,4 %

Not detected / He obHapyxeHa

Impurity RCT-3 / Tlpumech Not more than 0.30 % / He 6onee 0,30 %
RCT-3
0.05%/0,05%

Any individual unidentified Not more than 0.2 % / He 6osee 0,2 %

impurity / Jlto6as eansuynas |Below BDL (BDL= 0.05 %) / Huxe

HenaeHTHHLMpOBaHHAs nopora perucrpauuu (TP =0,05 %)

npuUMech
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpnmeuanne: TlponyxT coorBeTcTBYET TpeboBaHuaM HJ 3akmouenne: OJJOBPEHO

| )

Prepared by / = Checked by / o (;',(-—“épproved by: Manager/Executive /
[onrotoBneno; —¥=——f— [Mposepenol <=7 “/, OpodpeHo: Menekep / PyrkoBoauTens
Date / _ - _ | Date/ . |2~ Opss | Date/ l 5o 202N
Jara: '%’.7— i Jara: 27 2 Jlara: 2% '




@
Dr.Reddy’s Q,‘.‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Iponykr: Anieppaii TabneTkH, NOKPbITbIE NMJIEHOUHOH 0bonoukoi, 5 mr

Market / PuiHok

: Russia / Poccus

Batch No. / . C2515671 Batch Quantity / . 1040300 tab /

Cepusi Ne ) Pazmep cepun * 1040300 Tab

Analytical Repo:-t No./ . 890001855416 Date of Analysis / . 24/12/2025
AHanHTHYECKHIT oTueT Ne Jlara anannsa

Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028

JaTa npon3soacTea - T'onen no 7 S
Mfg. License No./

IlpousBoacrBenHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIIT-Ne(001333)-(PI'-RU)
aunenzus Ne

Analysis performed according ND No / Anaan3s nposeaen no HJ/L Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

Page40of 6/ Crp.4u3 6

Total impurities /
CymMma npumecei

0.1 %/0,1 %

7 | Chiral purity/ anam;uaﬂ
YRCTOTA

Not detected / He o6Hapy>xeHa

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

S-isomer — not more than 1.5% /

S-nzomep — ne 6onee 1,5 %

8 | Loss on drying / Iloreps B
Macce NpH BhICYIUHBAHHH

23%/2,3%

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

9 | Microbiological purity*/ Mukpoduoaornueckasi Yucrora*

a) Total Aerobic Microbial
Count / O6iwee uncno
a’pOOHBIX MUKPOOPraHU3MOB

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

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

b) Total Combined Yeast and
moulds count / Ob1iee uncno
JIPOMOKEBBIX M MJIECHEBBIX
rpubos

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

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

¢) Escherichia Coli

Absent in 1 gram /
OtcytctBYeTB 1 T

Shall be absent in 1 gram /
OtcytctBUEe B 1 T

10 | Uniformity of dosage units /
OaHopoAHOCTD
JA03UPOBAHUS

4.4/4.4

Acceptance value (AV) should not be more
than 15.0./ Iloka3aTtenb npuemiemMocti (AV)
nomkeH ObITh He Honee 15,0.

Remarks : The Product confirms to ND/
IIpnmeuanne: [1poaykT cooTBeTCTBYeT TpedoBanusam HJ|

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

—

Prepared by / .
MonroTosneHo——ro—r " ——

Checked by /
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’ Approved by: Manager/Executive /

| Onobdpeno: Meneazep / PykoBonnTens

Date /
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Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Npoaykt: Annepesii TadieTEN, NOKPHITHE NAEHOUHOH 060004 K0, 5 MT

Market / PoiHok : Russia / Poccus

Batch No. / . C2515671 Batch Quantity / . 1040300 tab /

Cepus Ne tT Pazmep cepun 1040300 Tab

Analytical Repo“rt No./ . 890001855416 Date of Analysis / . 24/12/2025
AHaauTH4ecKnii oTuer Ne JlaTa ananusa

Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028

laTa npon3soacTea T'open no B -
Mfg. License No. /

INpoussoacTBeHHAs : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
Januenzns Ne

Analysis performed according ND No / Ananns nposeaen mo HJ Ne: JITI-Ne(001333)-(PI-RU) dt. 15.11.23 /

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

PageS5of 6/ Crp.5u3 6

patient

Onucrep

npuMeHe

aluminum foil blister. 3 blisters with

information leaflet in a

carton pack. / Tlo 10 Tabnetok B

u3 (ITA/AJI/TIBX) ¢onbru

/ anomuHueBoil ¢onbru. Ilo 3
OicTepa BMecTe ¢ MHCTpYKLKei no

HUIO (nucTkoMm-

BKJa/lbILLEM) B NIAUKY KApTOHHYIO.

11 | Assay / KonnuecTBenHoe Between 4.75 mg and 5.25 mg of
onpenelieHHe 4.92 mg/ 4,92 mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr po 5,25 Mr neBoueTHpH3MHA
IUTUpoXiopuaa B TabneTke.
12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil /| 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.

/ Ilo 7 unn 10 tabnetrox B Onucrep u3
(TIA/AJI/TIBX) donbru / anrOMUHWEBOI
donbru. Ilo 1, 2 nnn 3 6nucrepa BmecTe ¢
WHCTPYKLUHMEH MO NpUMEHEHHIO (NUCTKOM-
BK/IAZIbILIEM) B NAYKY KapTOHHY!O.

* It is carried out by the manufacturer al 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 tirm's certificate

of analysis.

* T1poBOAMTCA NPOU3BOAHTEICM NPU BLITY CKE HCPHOANYECKH (€ MHTEPBATIOM OAHO UcnsiTanue Ha 10 cepuii unu He Meree | pasa B ron).
MokazaTenb MOKET ObITh HC BKAIOMCH B CCPTH(PMKAT aHanH3a GUPMBI

API name / HaumenoBanne ADPC:

Levocetirizine diliyydrochloride / JleBoueTHpH3nHa AUTHAPOXIOPH

INN / MHH:

Levocetirizine / JleBoueTHpU3NH

API manufacturer batch number /
Homep cepuu npoussoantens APC:

ACSHO002096

FP Manufacturer API Batch number /
Howmep cepuu cybeTanunn
nponzsoautens I'J1d:

FCSA01268

Remarks : The Product confirms to ND/

IIpumeuanue: [NpoaykTt cooTseTcTBYET TpeboBaHMsM HJJ

Conclusion : APPROVED /
Zaxkmouenne: OJJOGPEHO

/"
Preparedby/ —— > Checked by / > '/Q,Q/' "l Approved by: Manager/Executive /
MNoarotoaeno: =~ ' = —+ HpoaepeHg@'{i~ — | Onobpeno: Menemwkep / PykoBoantensb
Date / Date / D= | Date/ i
N2 - Yo o220, - w3
Hara: 27 . Jara: 231 Hara: - el
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Dr. Reddy’s Q.O. CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mponyrr: Annepesit TaGneTri, NOKPHITHIC NAEHOYHOR 06004KOI, 5 MT

Market / Poinok : Russia / Poccus

J .
Batch No. / . C2515671 Batch Quantity / . 1040300 tab /
Cepua Ne Pasmep cepun 1040300 Tad
Analytical Repovrt No./ . 890001855416 Date of Analysis / . 24/12/2025
AHaauTHYecKnii oTyeT Ne JaTa ananuza
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
laTa npon3soacTsa T'onen no -
Mfg. License No. /
IlponsBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JITT-Ne(001333)-(PT-RU)
annensus Ne

Analysis performed according ND No / Ananus nposeaed mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIT1-Ne(001333)-(PI'-RU) ot 15.11.23 -

Page 60f 6/ C1p. 6 3 6

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hponssoautens ADC, cTpana: J-p Pennn’c JlaGoparopic Jlta., Unana
o . Survey Ne41, (Formulations Technical Operations - Unit-III),

I;;Tne;;:g l;:is;i?]ut:li(t):l/zgt;z!tlrljlos:‘:: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release stte & Bachupally (V), Bachupg]]y (M), Medchal-Malkajgiri (Distr.), Telangana
Haumenosanne, anpec o Hovep State, India (License No 59/RR/AP/97/F/R)

i VYuactox Ne 41, (IlponssoncteeHnoe noapasaenenne-II), bauynannu
JHIeH3 I “'ﬂomafl KM, Bunnamx, bauynannun Manpan, Meauan Mankamkrupu JIMCTPHKT,
OEFIIEETRNILCA bauynannu (B), bauynannu (M), Menuan-Mankamkrupu (1), wrar
e Tenanrana, Uuans (Jluuensus Ne 59/RR/AP/97/F/R)

KayecTBa/Bbhinyck I'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.

3akntoyeHne 0 COOTBETCTBHM: «HacTosumM s noATBepxk1ato, YTO NpHUBENEHHas Bbillle HH(POpMaLUs SIBISIETCS OCTOBEPHOH
1 TOUHOM. DTa cepus NpoAyKUUH NMPoU3BeieHa (BKNIOUas yakoBKY (MapKHPOBKY) 1 KOHTPOJb Ka4ecTBa) Ha Bblllieyka3aHHOH
NPOM3BOACTBEHHOH muowanke (Miollafkax) B TONHOM COOTBEeTCTBHM ¢ TpeGoanusamu IlpaBun Haanexaluei
npon3poacTBeHHOI npakTukn (NeGMP-01887/21/IN ot 28 anpens 2021) u TpebGoBaHUSAMH KOHTPONs KauecTBa
JIeKapCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBUM €O creuu(pHKanusMH, COREpPKaUIMMHCS B PErHCTPAUHOHHOM J0Che
CTPaHbl-MMNOpTEpa. 3anucH No MNPOW3BOACTBY, YNAKOBKE M aHannM3y NPOBEpPEeHbl, U YCTAHOBJIEHO WX COOTBETCTBHE
TpedoBanuam [1paBun Haanexaineit NPOH3BOACTBEHHON NPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [poaykt cooTBeTcTBYET TpeboBannsam HIJ \r'/_gucmolleune: OAOBPEHO

A
Prepared by / —- Checked by /— 2 ? 2 2= —| Approved by: Manager/Executive /
MoarotoBneno: === | Hposepeno;ggﬁ://” - Onobdpeno: Menenkep / PykoBoaurens
Date / | Date/ 2.3~ 20275 | Date/ 0/5_,,;/@09(
JaTa: Bt i g JlaTa: Jlata:






