@e
Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
[Mponywr: Annepeaii TaGneTH, NOKPLITHIE IIEHOYHOM 060J104KOH, 5 Mr

‘Market / PoiHoK

: Russia / Poccust

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

Cepua Ne FACE0T Pazmep cepuu © 1040300 Tab

Analytical Repovrt No./ . 890001798266 Pate of Analysis / . 12/03/2025
}Aﬂamnnqecmm oTueT Ne [ara anaausa

Date of Manufacture / . 17/01/2025 Date of Expiry / - 31/12/2027

Aarta nponssoacrea TI'ogen ao -
Mfg. License No. /

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

‘_.uuucumu Ne

Analysis performed according ND No / Ananns npoeexen no HJI Ne: JHI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

[ITI-Ne(001333)~(PT-RU) ot 15.11.23

Page1 of 6/ C1p. 1 u3 6

Ne Test / IHoxazarenn

Result / PesynbraThl

Specification / Hopma

1 Appearance / Onucauue

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. / OBajbHbIE
JIBOSIKOBBIITYKIIBIE TabneTky,
MOKPBITBIE MACHOUHON 060J04KOMH
Genoro 1BeTa, ¢ OJHOW CTOPOHBI
rnajKue, Ha Jpyroid  CTOpoHe
rpasuposka «R 5». Ha monepeunom
paszpese sapo 6enoro 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. / OBaJibHbIE JBOSKOBBINYKJIbIE
TabNETKH, NOKPBITHIE MIEHOYHOM 060I04KOi
Genoro unmu mout 6enoro LBeTa, ¢ OXHOMH
CTOPOHBI TJNAJKHE, Ha JpYyrodl CTopoHe
rpaBupoBka «R 5». Ha nonepeunom paspese
AAPO OT 6e10ro o MoUTH 6eJIoro LBeTa.

2 | Identification
Levocetirizine/
Hpentuduxannn
JleBoneTUPU3UH

Complies as prescribed /
Co0OTBETCTBYET 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 ynaepxupanms
OCHOBHOIO MHKa Ha  XPOMAaTorpamMMe
HCIIBITYEMOTO pacTBopa JOTKHO
COOTBETCTBOBATh BpPEMEHH  YAEPKHBAHUSA
OCHOBHOTO NTHKa Ha XpOMaTorpaMMe pacTBopa
CTaHAAapTHOro ofpa3lla JIEBOLICTUPH3UHA
quraapoxnopuga (pasgen «KomdgectsenHoe
OTIPENIENIEHHEN).

Remarks : The Product confirms to ND/
ITpumeuanne: [Iponykt cooTBeTCTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3akmogenue: OJOBPEHO

» /-n,
O 5 d by: Manager/Executive /
Prepared by / Checked by / >~ | Approved by
[Toarorornexo: Qﬁ/ ITpoBepeHo: "’;f, — Ono6peno: Menemxep / PykoBonuTens
T —
Date / - o2« Date / ( %§%-Da‘te/ — 7 — 22§
Hara: iEred 208" Hata: S ’ Hara: | foK
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

[
Product : Allerway film-coated tablets 5 mg
NpoayxT: Anneppait TadneTku, NMOKPBITHIE MICHOYHOIT 000104k, 5 MI

Market / PoiHok

: Russia / Poccus

Juuenzun Ne

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

Cepus Ne 2502578 Pasmep cepun " 1040300 Ta6

Bnalyncal Repovrt No./ . 890001798266 Date of Analysis / . 12/03/2025
AHAJIMTHYECKHH oTyeT Ne JlaTa ananusa

lr)ate of Manufac.ture / + 17/01/2025 Date of Expiry / . 31/12/2027

MlaTa nponssoacrea Tlogen g0

Mfg. License No. /

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

Analysis performed according ND No / Anasnus nposeaen no HJI Ne: JITI-Ne(001333)-(PIr-RU) dt. 15.11.23 /
JIM-Ne(001333)~(PI'-RU) ot 15.11.23

Page2 of 6/ Cip.2 M3 6

| 3 | Average weight / 134.00 mg / 134,00 mr 133.25 mg = 4% (between 127.92 and 138.58 |
Cpegusist macca mg) /
133,25 mr + 4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / 4 min / 4 MuH Not more than 15 min / He 6onee 15 Mun
Pacnagaemoctsb
S | Dissolution / PacTBopeHue Unit-1/ Tabun.-1 95 % NLT 80% (Q) of label claim of levocetirizine
- dihydrochloride after 20 min. / He menee 80
o
BRiEEY Raen:s 94 % % (Q) OT HOMHMHANBHOrO CONEPKAHHSA
Unit-3 / Tabn.-3 96 % JIEBOLIETHPH3NHA JUruApoxyopuaa yepes 20
Unit-4 / Tab.-4 97% | "M
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 95 %
6 | Related Substances / PoncTBeHHbBIE IpUMecH o

Impurity A / Ipumecs A

Impurity B / [Tpumecs B

Impurity C / ITpumecs C

Not detected / He obHapy»xeHa

0.01%/0,01%

Not detected / He obHapykeHa

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

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: [Iponykt coorBeTcTByeT Tpebopanusam HJI

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

2 M .
Prepared by / Checked by L ~<>" | Approved by: Manager/Executive /
[ToAroToBnEHO: ég ﬂ;}UBepe@ Onobpeno: Meneiep / PykoBoaurens
Date / Date / 2~ Date / o~ e
H:TZ: L& -o%- 2026 Jara: = ﬁ% Jara: ! {2
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CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIN3A

[Product : Allerway film-coated tablets 5 mg
lMpoayxT: Ansepeaii TabneTku, MOKPLITHE MIIEHOUYHOH 06004KOM, 5 MT

Market / Peinok

: Russia / Poccus

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

Cepus N HEIE Pazmep cepun * 1040300 Tab

Analytical Repovrt No./ - 890001798266 Date of Analysis / . 12/03/2025
AHaJMTHYECKHIT oTyeT Ne Jara ananuza

Date of Manufacture / - 17/01/2025 Date of Expiry / . 31/12/2027

JlaTa npon3BoacTea Tonen go

Mfg. License No. /

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

{miensma Ne

Analysis performed according ND No / Ananus nposegen no H/I Ne: JII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

[JITI-Ne(001333)-(PI'-RU) or 15.11.23

Page3of 6/Ctp.3 u3 6

Impurity D / [TIpumecs D

Impurity E / [Ipumecs E

Impurity F / ITpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jliobas eauHUYHAS
HeUJeHTU UL POBaHHAS
npUMech

0.0049% / 0,0049%

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

Below LOQ (LOQ = 0.023 %) /
Humxe mnpenena konwnuecTBeHHOro
onpeaenenus (I1TKO = 0,023 %)

Below LOD (LOD = 0.014%) /
Hwxe npenena obHapyxenus (I10 =
0,014 %)

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

Not more than 0.4 % / He Gonee 0,4 %

0.07%/0,07%

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

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpaunu (TP =0,05 %)

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

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

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

Remarks : The Product confirms to ND/
IIpnmeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanuamM HJL

Ll sl

Conclusion : APPROVED /
3axmoyenune: OJOBPEHO

»]
Approved by: Manager/Executive /

Prepared by / Checked by /——, T ‘ ger/Es

[ToaroToBieHo: [Tposepeno? OnobpeHo: Mei-lri{mcp YKOBOAWUTEND
T ‘ —

Date / 1€ -0z2-2032C Date / 1 G~B-L2pss | Date i ) Seo— e

JHara: Hara: JHara:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

'Product : Allerway film-coated tablets 5 mg
Mpoaywr: Annepsail TadieTki, NOKPBITEIE IEHOYHOH 000NOHKOH. 5 Mr

Market / Poinok

: Russia / Poccus

Batch No. / Batch Quantity / 1040300 tab /
- : C2 .
Cepus Ne 2502578 Pasmep cepun 1040300 Ta6
Analytical Report No. / . Date of Analysis /
AHAJHTHYECKHH oTueT Ne : 890001798266 JlaTa anaansa @ 12/03/2025
Date of Manufacture / . Date of Expiry /
[ ——— : 17/01/2025 Tomen 1o : 31/12/2027
Mfg. License No. /
MponsBoacTBenHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)

‘_nuuemlm Ne

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

JITI-Ne(001333)-(PI™-RU) o1 15.11.23

Page4 of 6/ Crp. 4 u3 6

S-isomer — not more than 1.5% /

| 7 [ Chiral purity / Xupaashas |Below LOD (LOD = 0.0138 %) /
4YHCTOTA Hwxe npenena obuapyxenus (IIO = N
0,0138 %) S-uzomep — He Gonee 1,5 %
8 | Loss on drying / IToteps B 26%/2,6% Not more than 6.0 % / He Gonee 6,0 %
Macce IPH BbICYIHBAHHM
9 | Microbiological purity*/ Mukpo6uonorayeckas yucToTa*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1uee uucio Menee 10 KOE/r He 6osnee 10° KOE/r
a3poOHBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10° CFU/g /
moulds count / O61ee uncno Menee 10 KOE/r He 6onee 102 KOE/r
JIPOMOKEBBIX M MIECHEBBIX
rpubos
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrctByeTB 1 T OtcyrctBUe B 1 T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaHOPOAHOCTH 33/33 than 15.0./ Ilokazarens npuemiemoctu (AV)
JO3HPOBAHHS B JIoJokeH OBITh He Gonee 15,0.
11 | Assay / KomuuecTBeHHOE Between 4.75 mg and. 525 mg of
omnpenejieHHe 4.95 mg/ 4,95mr levocetirizine dihydrochloride per tablet. /
Or 4,75 Mr jgo 5,25 Mr neBOLETHPU3UHA
JIUTHIPOXITIOpUAA B TabneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT cooTBeTcTBYET TpedopanusM HJI 3axmouenne: OJOBPEHO
- f _
Prepared by / Checked by / 5 Approved by: Manager/Executive /
Iloarorosfnexo: [TpoBepeHp: g Onobpeno: Menenxep / Pykosogurens
Date / 02- w0l Date / 15-C3-2008 Date / '( é‘m_‘}— Yo §
Jara: 1S Jara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

‘_Product : Allerway film-coated tablets 5 mg

Hpoaykr: Annepssit TabneTkH, NOKPLITEIC MICHOYHOH 0GON0UKOI, 5 MT

Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepusn Ne i Pazmep cepun 1040300 Ta6

Analytical Report No. /

AHasuTHYecKHi oTueT No P OIEGEsh

Date of Analysis /
Jlara ananusa

¢ 12/03/2025

Date of Manufacture /

: 17/01/2025
JdaTta nponssoacraa

Date of Expiry /
TlNopen no

: 31/12/2027

‘Mfg. License No. /
[TpousBoacTBennas
‘_Jl"l.lcll'illﬂ Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY :

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

Analysis performed according ND No / Anaan3 npoBeseH no H Ne: JITT-Ne(001333)-(PI-RU) dt. 15.11.23 /

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

PageSof 6/ Cip.5u3 6

‘ 12 | Packaging / Ynakoska

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Ttabnerox B
6aucrep us (IIA/AJI/TIBX) donsru
/  amomunueBoit ¢omeru. Ilo 3
OJiCTepa BMECTe C HHCTPYKLMEH 110
OpHUMEHEHHIO
BKJIaJbIIIIEM) B MUKy KAPTOHHYIO.

(nucTkom-

7 or 10 tablets in a (PVC/A/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Tlo 7 wan 10 TaGnerok B Gawcrep u3
(TTA/AJUTIBX)  donsrn  /  amomuHnesoit
¢donbru. Tlo 1, 2 uau 3 6icrepa BMecte ¢
HHCTPYKUMEH N0 NPUMEHEHHIO (JIMCTKOM-
BKJIJBILIEM) B TTaYKY 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.
* TIpOBOANTCA MPOUZBOAUTENEM PH BBITYCKE IEPHOTHUECKH (C MHTEPBANIOM OJIHO HCTbITanHe Ha 10 cepuii i He menee 1 pasa B ron).

IMoxazarenb MOXeT 6bITh HE BIUTIOUEH B cepTH(HKAT aHanu3a PUPMBI

API name / HaumenoBanune ADC:

Levocetirizine dihydrochloride / JleBouetupusuna JUTHAAPOXIIOPH T

Levocetirizine / JIeBoueTipuzun

FP Manufacturer API Batch number /
Homep cepuu cybcTaHuMmn
npoussogutens I'JID:

INN/ MHH:
API manufacturer batch number / ACRH003726
Homep cepuu nponspoantes ADC:

FCRA02861

Remarks : The Product confirms to ND/

Ipumeuanue: [TponykT cooTBETCTBYET TpeboBanusaM HJT

L.

Conclusion : APPROVED /
3axmouyenue: OJOBPEHO

Checked by / P

Approved by: Manager/Executive /
Onobpeno: Meuemiep / PykoBoaurens

Prepared by /

[onrorosneHo: /g/ ITposepen

R Sl i e D i
ara: :
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CERTIFICATE OF ANALYSIS
CEPTUDHKAT AHAJIM3A

\Product : Allerway film-coated tablets 5 mg
|MpoaykT: Annepsaii TabaeTkn, NOKPHITHIE MIEHOIHOM 060A0YKOM, 5 MT

Market / Ppinok : Russia / Poccus

|Batch No. / ) Batch Quantity / 1040300 tab /

Cepns Ne : 162502508 Passep cepun 1040300 Ta6

A i . i

Analytlcal Repovrt No./ - 890001798266 Date of Analysis / . 12/03/2025
HATNTHYECKHI oTueT No Jara ananmsa

l?ate of Manufacture / . 17/01/2025 Date of Expiry / . 31/12/2027

ara npoussoacrea Tonen 1o

Mfg. License No. /

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

JiteH3na Ne

Analysis performed according ND No / Anasnusz nposexen no HJT Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
[JIT1-Ne(001333)-(PI-RU) or 15.11.23

Page60of 6/ Crp. 6 u3 6

(API Manufactured by & country /

Iponssomarems ADC, crpana: Dr. Reddy's Laboratories Ltd., India /

H-p Pepn’c Jlabopatopue JIta., Muans
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)

Yuactok Ne 41, (ITpoussozncTseHHoe moapasaenenue-IT), Bauynanm
Bunnanx, bauynannu Mannan, Megaan Mankamxrupu JIHCTpHKT,
Bauynannu (B), bauynannu (M), Meauan-Mankamxrupy (JT), wrar

Tenanrana, Unaus (JIuuensus Ne S59/RR/AP/97/F/R)

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

HanmenoBanue, aapec 1 Homep
JIMICH3UH MJI0IIAKH,
OCYLECTBJISIIOIEi
NPOH3BOACTBO/KOHTPO/L
KauectBa/Boinyck ['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.

3akmo4eHne 0 COOTBETCTBUHN: «HacTosAmum s NOATBEPk a0, YTO NPHBEAEHHAS Bhillle HHGOPMALHUS SBISETCHA JOCTOBEPHOM
1 TOUHOM. JTa cepusi NPOAYKLUMH NIPOU3BeAeHA (BKIIOYAS YIakoBKY (MApKHPOBKY) ¥ KOHTPOJIb KAUECTBA) Ha BBIIIICYKa3aHHOH
MPOU3BOACTBEHHON muomlmagke (IUIOWagKkax) B IONHOM COOTBETCTBMM ¢ TpeboBaHusaMH IIpaBun Haiuiexainei
npou3BoAcTBeHHOH mnpakTuky (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeOOBaHMSIMH KOHTPOJIS KadecTBa
JIEKAPCTBEHHBIX CPEACTB, a TAKOKE B COOTBETCTBUU CO Creuu(HKauUsIMH, COAEPKALIMMHCSH B PETHCTPALUOHHOM HOChE
CTpaHbI-UMIOpTEpa. 3alicH MO IMPOU3BOACTBY, YNAKOBKE U aHain3y INPOBEPEHbI, W YCTAHOBJIEHO MX COOTBETCTBHUE
tpe6oBanusM [TpaBun Hajnexalleil NPOU3BOJCTBEHHON NMPAKTUKM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IpoayxT coorBeTcTBYET TpeboBanusam HJL 3axmouenue: OJJOBPEHO
W)

) > 1~ . . /
Prepared by / Checked&&c;é . | Approved by: Manager/Executive
[ToarorosneHo: IIposepe : — Onobpeno: Menenxep / PykoBoautens
Date / tS/-VOB(zO'b( Date / 1. 5~c3-20).5 Date / | (o — noz
JlaTa: JlaTa: JlaTa:




