Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoaywr: Anneppaii TaGneTKH, DOKPHITHIE MUIEHOUHON 060M0UKOM, 5 MT

Market / Poinok

: Russia / Poccust

Batch No. / _ Batch Quantity / 1040300 tab /

Cepusn Ne b CE515507 Pa3mep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001855209 Date of Analysis / . 23/12/2025
AHaguTHYecKui oTyer Ne Jara ananuza

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

JaTa npon3BoacTea ) Togen a0 T

Mfg. License No. /

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

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

Pagelof 6/ Crp.1mu36

Ne

Test / IToxasaTeanb

~ Result/ PesysabTaThl

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. / OBanbHbIE
JIBOSTKOBBIITYKJTbIE TabNeTKy,
MOKPBITBIE TIIEHOUHOW 060N0YKOH
6enoro 1Bera, ¢ OJHOW CTOPOHBI
raJIKUe, Ha Jpyrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeuHom
paszpese saapo 6enoro ugera.

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. / OBaNbHble ABOSKOBBIITYKJIbIE
TabJIeTKH, MOKPBIThIE MIEHOYHOH 000s104KOM
0esoro MM TOYTH 6enoro I[BeTa, ¢ OJHOM
CTOpOHBI TJlaiKHe, Ha Jpyroif CTOpPOHE
rpasupoBka «R 5». Ha monepeuHom paspese
aapo oT 6enoro ao mouTu 6enoro 1sera.

Identification
Levocetirizine/
HNpentuduxanusn
JleBOoueTHPH3UH

Complies as prescribed /
CooTBeTcTBYET TpebOBaAHHUAM

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 ynepxuBasus

OCHOBHOI'O nNUuKa Ha XpoMarorpamme
UCIIBITYEMOIO pacTBopa JOJDKHO
COOTBETCTBOBATb BPEMEHU  YACPXKHBaHUA

| OCHOBHOTO IMUKa Ha XpoMaTorpaMMe pacTBopa

CTAaHAAapTHOTO oOpa3ua  JIeBOLETHPH3MHA
muruapoxsiopua (pazaen «KomuuecTBeHHOE
onpeneneHue»).

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoxykT cooTBeTcTBYET TpeboaHuam HJJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

S =
Preparedby/ , o <4"Checked by / Approved by: Manager/Executive /
[MoarorosieHo: o ~ [IpoBepeno: [é;:) Onobpeno: Meunemxep / PyKOBo,unTenb@
Date / DAt 2 2025 |Datel o s |Date/ Yyl wrhs
Hara: g Jara: LUALe Jara: =
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Iponyxr: Annepssii TabNeTKy, NOKPHITHIE NMIEHOYHOH 060JOUKOH, 5 MT

Market / Peinok : Russia / Poccus

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

Cepus Ne KEZaloa0T Pasmep cepun * 1040300 Tab

Analytical Report No./ . 890001855209 Date of Analysis / . 23/12/2025
AHATUTHYECKHH oTueT Ne JlaTta aHanu3a

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

Jata nponsBoacTBa - Togen go S
Mfg. License No. /

IIponssoncTeeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHueH3us Ne

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

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

Page2of 6/ Ctp.2 H3 6

3 | Average weight / 134.71 mg/ 134,71 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpeansist macca mg) /
133,25 mr+4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / 3 min/ 3 Muu Not more than 15 min / He 6osiee 15 mun
PacnagaemocTthb
5 | Dissolution / PacTBopenue Unit-1/Ta6n.-1 | 96% | NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabn2 7% ghhydrochlorlde after 20 min. / He menee 80
1% (Q) OT HOMHHANBHOIO COAEPKAHHS
Unit-3 / Tabn.-3 97 % JIEBOLIETUPU3NHA auruapoxnopuaa udepes 20
Unit-4/ Ta6n.-4 9% | M
Unit-5 / Ta6n.-5 9 %
Unit-6 / Ta6n.-6 95%
6 | Related Substances / Poxcrsenubie npuMecH o
Impurity A /Ilpumecs A Below LOD (LOD =0.007 %) / Not more than 0.4 % / He 6onee 0,4 %
Hwxe npenena obuapyxeuns (I1O
=0,007%)
Impurity B / ITpumecs B Below LOQ (LOQ =0.008 %) / Not more than 0.4 % / He 6onee 0,4 %
Hwke mnpepmena KONUYECTBEHHOTO
onpenenenus (ITKO = 0,008 %)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [Ipogyxr coorBeTcTBYeT Tpedoanusm HJI 3axmouenue: OJJOBPEHO
b
Preparedby/ y B ¢~Checked by / Approved by: Manager/Executive / @ ) )
| Ilogrorosnexo: ( ﬁf{{, C/ ~ | IIposepeHo: A@ Onobpeno: Menemxkep / PykoBopurens
Date / QL) 222 = | Date/ I UAL-LANS Date / Qu~t1- YT
ara: Hara: Jlara:




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Allerway film-coated tablets 5 mg
Hpoxyxr: Annepsait TaGneTkH, MOKpPBITEIE MIEHOUHOH 0fonouKoH, 5 Mr
Market / Poisox : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepusi Ne ? GAS15507 Pasmep cepuu " 1040300 Tab
Analytical RepOft No./ . 890001855209 Date of Analysis / . 23/12/2025
Ananurnyeckuii oTyer Ne JaTa ananusa
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
Jata npounssoacrsa Toaen no
Mfg. License No. /
IpoussoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
aupeH3us Ne
Analysis performed according ND No / Ananu3 nposeaen no HJL Ne: JIM-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JI-Ne(001333)-(PT-RU) ot 15.11.23

Page30of 6/ Cip.3 36

Impurity C/ I[Tpumecs C

Impurity D / ITpumecs D

Impurity E / ITpumecs E

Impurity F / ITpumecs F

Impurity RCT-3 / IIpumech
RCT-3

Any individual unidentified
impurity / Jlrobas eauHuuHas
HenpeHTHOUIpOBaHHAS
pUMECh

Not detected / He oOHapysxeHa

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

0.01%/0,01%

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

0.03%/0,03%

Not detected / He obHapyKeHa

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

‘Not more than 0.4 % / He 6onee 0,4 %

0.06% / 0,06%

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

Below BDL (BDL= 0.05 %) / Hixe
niopora peructpaunn (ITP =0,05 %)

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyanne: IIpoaykT cootBeTcTBYET TpeboBaHUsM HJJ 3axmoyenne: OJOBPEHO

5
Prepared by / =e>-=""| Checked by / Approved by: Manager/Executive /
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg

Mpoayr: Annepsait TabneTku, MOKPHIThIE NIEHOUHOH 000J0YKOMH, 5 MT

Market / Poitox : Russia / Poccus

Batch No. / i [Batch Quantity / 1040300 tab /

Cepus Ne » B0 Pasmep cepun " 1040300 Tab

Analytical RepOft No./ . 890001855209 Date of Analysis / . 23/12/2025
AHaanTHuecknii oryer Ne Jata ananuza

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

|laTa npousBoACTBa - Toaen oo

Mfg. License No. /

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

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

QI]'I-NQ(001333)-(PF-RU) or 15.11.23

Page4 of 6/ Crp.4u36

Total impurities /
CymMa npumeceit

0.1 %/0,1 %

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

7 | Chiral purity / XupanabHas
YHCTOTA

Not detected / He obHapyxena

S-isomer — not more than 1.5% /

S-uzomep —He 6onee 1,5 %

8 | Loss on drying / IToTeps B
mMacce NPH BbICYIUHMBAHUH

24%/2,4%

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

9 | Microbiological purity*/ M;k_poalonomqecxaﬂ qucToTa™®

a) Total Aerobic Microbial
Count / Obwee yucio
a’pOoOHBIX MUKPOOPIaHM3MOB

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

b) Total Combined Yeast and
moulds count / O61iee yncno
JPOXOKEBBIX U IIECHEBBIX
rpu6os

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

Not more than 10° CFU/g /
| He Gonee 10° KOE/r

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

c) Escherichia Coli

| Uniformity of dosage units / |
OnHOPOAHOCTD
[ JO3HPOBAHUS

Absent in 1 gram /
OtrcyrctByeT B 1 1

Shall be absent in 1 gram /
OrcyrctBue B 1 1T

3.1/3,1

JomkeH ObITh He bonee 15,0.

Acceptance value (AV) should not be more
than 15.0./ IToka3zatens npuemaemMoctu (AV)

G

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykt cootBeTcTBYET TpeboBanuam H/J

o~

Conclusion : APPROVED /

| 3akmouenue: OJOBPEHO

Preparedby/ _— el “Checked by / Approved by: Manager/Executive /

[oarorosneno: (. 1,-{;*";2?’,;%_» —— | Ilposepewo: [ Onobpeno: Menemxkep / Pykosoaurens @ |
Jat=
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Dr.Reddy’s €
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg
HpoayxT: Annepsaii TabneTky, MOKPBITHIE TNIEHOUHON 06070UKOMH, 5 Mr

Market / Poitok : Russia / Poccus

Batch No. / ) N R Batch Quantity / 1040300 tab /

Cepus Ne § 231507 Pasmep cepuu * 1040300 tab

Analytical Repovrt No./ . 890001855209 Date of Analysis / . 23/12/2025

AHanuTnyeckuii oTyet Ne Hata anaansa ]
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028

JaTa npoussoacTea TopeH po -

Mifg. License No. /

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

JnueH3us Ne

Analysis performed according ND No / Anaaus nposeaes no HJI Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) o 15.

11.23

Page5of 6/ Ctp. S u3 6

11
onpegesieHue

Assay / KonuuecTBeHHOE

4.93 mg /4,93 mr

12

| Packaging / YnakoBka

10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 rTabnerok B
| 6ucrep uz (TTA/AJI/TIBX) donbru
/ anmomuuueBod Qoubrn. Ilo 3
6aKcTEpa BMECTE ¢ MHCTPYKUNEH 1o
TIPUMEHEHUIO (yeTkom-
BIJIAJbILIEM) B IAYKY KAPTOHHYIO.

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr po 5,25 Mr JneBOLETHPH3MHA
JMTUIPOXTIOpUIa B TabNeTke.

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.

/[ Tlo 7 umu 10 rtabnerox B 6aucTep U3
(TTA/AJI/TIBX) ¢omeru  /  amoMHHUEBOIM
donbru. Ilo 1, 2 unu 3 Gaucrepa BMecTe ¢
HHCTPYKUMEH 110 NPUMEHEHHIO (JIMCTKOM-
BKJIQJIBIIIEM) B TTA4Ky KapTOHHYIO.

* ]t is carried out by the manufacturer at rclease periodically (with an interval of onc test for 10 scrics or at least 1 time per year).

The indicator may not be included in the firm's certificate of analysis.
* [IpOBOAMTCSA MPOH3BOAUTENEM MPH BBITYCKE MEPUOAMYECKH (€ MHTEPBATOM 0HO HenbITanue Ha 10 cepui unu ne Menec 1 pasa B ron).

IMoxkazarens MOKeT ObITh HE BKIIOYEH B CCpTHd)HKa’l‘ aHanusa (I)PIDMH

API name / Haumenosanue ADC:

Levocetirizine dihydrochloride / JIeBoueTHpH3uHa JUTHAPOXIOPULL

INN / MHH:

Levocetirizine / JleBoueTHpU3KH

API manufacturer batch number /
Homep cepun nponssogureans ADC:

ACSH001908 & ACSH002096

npouszBogutena I'JIdD:

FP Manufacturer API Batch number /
Homep cepun cy6ecTanumuu

FCSA01104 & FCSA01268

Remarks : The Product confirms to ND/
IIpumeuanne: [Iponyxt cooTBeTCcTBYET Tpeboauusm HJI
§

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Preparedby /  _—— e & "Checked by / N Approved by: Manager/Executive /
IoarortoBnerno: (. g::j, ~| TIpoBepeHo: ZQ@ Onobpeno: Menemiep / waonomwen@
Date / 2 224 | Date/ N -10VS Date / 1L - o Ve
Jara: 24 Jara: i Hata: L B




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTHDOHUKAT AHAJINU3A
Product : Allerway film-coated tablets 5 mg
Ilpoayxr: Annepsaii TabneTkH, MOKPBIThIE MICHOUHOM 06010UKOH, 5 MT
Market / Poinok : Russia / Poccust
Batch No. / ] Batch Quantity / 1040300 tab / T
Cepus Ne s elaaly Pasmep cepun " 1040300 Ta6
Analytical Repovrt No./ . 890001855209 Date of Analysis / . 23/12/2025
AHasuTH4eCKHIf oTueT No o JaTa ananusa
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
Jara npoussoacTea I'open no T
Mfg. License No. /
HpousBoacTeeHnasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JHneH3ns Ne -
Analysis performed according ND No / Auanus nposeaen no HJ/I Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /
JIII-Ne(001333)-(PF-RU) ot 15.11.23

Page60of 6/ Crp. 6 H3 6

API Manufactured by & country / [ Dr. Reddy's Laboratories Ltd., India /
Ilponsogutens A®C, crpana: H-p Pepnu’c Jlaboparopuc Jita., Unaus
Wi, ailidress, fhorizaion N e Survey. Ne4 1, (Formulations Technical Operatlons‘- ‘U.mtTIII'),
- . Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
FP manufacturing site / Control site / O
S ———— Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
State, India (License No 59/RR/AP/97/F/R)
HaumenoBanue, agpec 1 HoMep
Vuactok Ne 41, (IpoussogcteenHoe nogpaszenenue-111I), bauynannu
JIMIEH3HH TUIOMAJKH,
% Bunnamk, bauynannm Mangan, Mexuan Mankazxrupu JJUCTpUKT,
OCyIecTBIISIIONI el
0 / Bauynasuii (B), bauynanau (M), Menuan-Mankampkrupu (1), wrat
. Tenanrana, Uuaust (JIuuensus Ne S9/RR/AP/97/F/R)
KkavecTBa/Boinyck 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.

3akiroueHne 0 COOTBETCTBIU: «HacTosmunm s moATBepKAat0, UTO NPUBEAEHHAS BbILUE HH(OPMALIUS SIBISETCS JOCTOBEPHOH
¥ TOYHOM. DTa cepysi MPOAYKIHK Mpou3seaeHa (BKouas ynakoBky (MapKHpoOBKY) U KOHTPOJIb KaueCTBa) Ha BbILUEYKa3aHHOH
MPOU3BOACTBEHHONW maowazke (njollagkax) B TOJHOM COOTBETCTBUM ¢ TpeboBaHusMHM [lpaBun Hajajexawen
npou3BoACTBEHHON mnpakTikn (NeGMP-01887/21/IN ot 28 anpens 2021) n TpebGoBaHUSIMH KOHTpPOJIS KayecTBa
JEeKapCTBEHHBIX CPEJICTB, a TAaKXKE B COOTBETCTBMK CO chelnHKALUAMH, COAEpKALUUMUCSI B PErHCTPALMOHHOM JOChE
CTpaHbI-UMIIOPTEPa. 3amucH MO NPOU3BOJCTBY, YNAaKOBKE M aHalM3y MPOBEPEHbl, M YCTAaHOBJIEHO HMX COOTBETCTBUE
TpeboBanusm [IpaBun Haanexaiieit Mpou3BOACTBEHHON NPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: [IpoaykTt cooTBeTcTBYET Tpeboranusim HJI 3akmoyenue: OJOBPEHO
Ny
Prepared by / — - <1 Checked by / Approved by: Manager/Executive / D
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