Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHATHU3A

Product : Allerway film-coated tablets 5 mg
lpoaysT: Annepeaii TabieTky, NOKPEITLIE MIEHOYHON 0G0M0UKOH, 5 MF

Market / Poinok

: Russia / Poccus

Batch No. / _ Batch Quantity / 1040300 tab /

Cepus Ne SFE2508500 Paimep cepun " 1040300 Tab

Analytical Repourt No./ . 890001798265 Date of Analysis / . 12/03/2025
AHaTuTHYeCKUHA oTyeT Ne Jlara ananuza

Date of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028

Mata nponszsoacrsa |T'oaen a0

Mfg. License No. /

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

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

|JI11-Ne(001333)-(PT-RU) ot 15.11.23

Pagel1of 6 /Crp.1u36

Ne Test / IloxkazaTean

Result / Pe3yabTaThl

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. / OBanbHbie
JIBOSIKOBBIITYKJIbIE TabneTkH,
MOKPBITBIE TMJIEHOYHOH 000104KOM
Oenoro 1LBera, ¢ OJHOH CTOPOHBI
rnajkie, Ha  Opyrodl  CTOpoHe
rpasupoBka «R 5». Ha nonepeunom
paspese sipo Gesoro 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. / OBabHbIe ABOSKOBBITYKIIbIE
TabJIeTKH, MOKPHITHIE MIEHOYHOM 060J10uKO
Oenoro uaM mouTH 6eNoro 1BeTa, ¢ ONHOM
CTOPOHBI T7NajKHe, Ha JpPYro CTOpOHE
rpaBupoBka «R 5». Ha momnepeynom paspese
AAPO OT 6eNoro 10 MoYTH 6EI0To LBETA.

2 | Identification
Levocetirizine/
HApentudukanus
JleBOLeTHPH3HH

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 ynepxuBaHus
OCHOBHOTO  MHKA Ha  XpoOMaTtorpamme
HCIIBITYEMOTO pacTBOpa HOJIKHO
COOTBETCTBOBATh BPEMEHH  YAEPKUBAHUS
OCHOBHOTO [TMKa Ha XpOMaTOrpaMMe pacTBOpa
CTaHAapTHOro obpa3la  JIeBOLETUPU3UHA
nuruapoxiopuna (pasgen «KomuuecTBeHHOE
OTIPENIENICHNE).

Remarks : The Product confirms to ND/
ITpumeyanue: [Iponykt coorBeTcTByeT TpeboBaHuaM HJJ

Conclusion : APPROVED /
3akaouenune: OJOBPEHO

2
Prepared by / Checked b j/ Approved by: Manager/Executive /
[ToarotoBneHo: I pnBEplg K Onobpeno: Meuemep / PykoBonurens
=
Date / LC0 035 Date / ) So3~9 pp s | Date/ | [P0 e
Jara: Hara: Jara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mponyky: Amnepesii TAGAETKN, NOKPBITBIE MIEHOYHOH 00010UK0il, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / ] Batch Quantity / 1040300 tab /

Cepusi N § C2502500 Pasmep cepun " 1040300 Tab

Analytical Repo:‘t No./ . 890001798265 Date of Analysis / . 12/03/2025
AHajauTHyecknii oruer No JlaTa aHaaun3a

Date of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028

|laTa nponseoacTBa Tonen o

Mfg. License No. /

MpoussoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
NHUeH3ust Ne

Analysis performed according ND No / Ananus nposeaes no HJI Ne: JINT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIN-Ne(001333)-(PT-RU) ot 15.11.23

Page2of 6/ Ctp.2 H3 6

3 | Average weight/
Cpennsisi macca

133.40 mg/ 133,40 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 Mr =4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /
Pacnagaemocthb

4 min / 4 MuH

Not more than 15 min / He 6onee 15 mun

5 | Dissolution / PacTBopeHue

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80

% (Q) OT HOMHHAJBHOTO COIEPKaHUA

JIEBOLETHPU3HHA JUTHApOXJIopHaa depes 20
MHUH.

Unit-1/ Tabn.-1 98 %
Unit-2 / Tabn.-2 95 %
Unit-3 / Tabn.-3 97 %
Unit-4 / Tabn.-4 97 %
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 100 %

6 | Related Substances / PofcTBeHHbIe NPHMECH

Impurity A / llpumecs A

Not detected / He 0OHapykeHa

Impurity B / [Tpumecs B Below LOQ (LOQ = 0.008 %) /
Huxe mpenensa KOMMHYECTBEHHOrO
onpenenenus (IIKO = 0,008 %)

Impurity C / IIpumecs C Not detected / He oGHapykeHa

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykr cooTBeTcTBYET TpeGoBaHkaM H/I

]

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
P

Prepared by / Checked by / _| Approved by: Manager/Executive /
[ToaroroBneHO: 4/ [Iposepeyess: Onobpeno: Menemxep / Pykosoautens
Date / [C-p2. 3K Date / e - Date / s 7 2 <
Hara: 2 Hara: 1 2025 Iara: ! —C_/D el




Dr.Reddy’s Q':"

|/IT1-Ne(001333)-(PT-RU) ot 15.11.23

CERTIFICATE OF ANALYSIS
CEPTUDPUHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
HpoayxT: Annepsaii TadaeTki, NOKPHITEIE NIEHOYHON 060I0NKOIT, 5 Mr
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 1040300 tab /
Cepun Ne mEeonent Pasmep cepun 1040300 Tab
Analytical Repovrt No./ . 890001798265 Date of Analysis / . 12/03/2025
AHaMTHYECKHIi 0T4eT No Jarta anamusa
Date of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028
/laTa nponsBojcTea Togen no
Mfg. License No. /
ITpousBoacTeennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT'-RU)
Juuenius Ne
Analysis performed according ND No / Ananns nposenen no HJI Ne: JITI-Ne(001333)-(PI-RU) dt. 15.11.23 /

Page30of 6/Crp.3 n36

Impurity D/ [Ipumecs D

Impurity E / I[Tpumecs E

Impurity F / TIpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jltobas enuHUYHAS
HeuJeHTH O POBaHHAS
npUMech

0.01%/0,01%

Below LOQ (LOQ = 0.023 %) /
Hwke mnpenena koian4yecTBEHHOro
onpeaenenns (ITKO = 0,023 %)

Below LOD (LOD = 0.014 %) /
Hwxe npenena obuapyxenus (I1O =
0,014 %)

0.09% / 0,09%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauuu (ITP =0,05 %)

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 %

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

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

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

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

Remarks : The Product confirms to ND/
Ilpumeuanue: [IponykT coorBeTcTBYeT TpeboBanusm H/I

Conclusion : APPROVED /
3akaouenne: OJOBPEHO

1
D
Prepared by / Checked by/ Q‘gff;,y Approved by: Manager/Executive /
[Toarotosnexo: ég/ [Tposepeno: - Onobpeno: Menewkep / PykoBoautens
=
!

Date / - 6250 3 Date / GR%- 0005 Date / o2 §
Jlara: (563 Jara: ' Hara: | £ o




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg

Mpoaykr: Annepraii TabNETKH, NOKPHITHIE TIEHOUHOH 060J10UKOH, 5 MT

Market / PbiHOK : Russia / Poccust
Batch No. / . Batch Quantity / 1040300 tab /
Cepus Ne & (62502500 Pasmep cepun " 1040300 Tab
Analytical Repourt No./ . 890001798265 Date of Analysis / . 12/03/2025
AHanuTH4ecKHil oTuer No JlaTa anaqu3a
.D N

ate of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028
JaTa npousBoacTBa Toaen a0
Mfg, License No. /
IMponssoacTBeHHas : 59/RR/AP/9T/F/R MA number: / Homep PY : JII-Ne(001333)-(PT'-RU)
JuUeH3us No

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

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

Below LOD (LOD = 0.0138%) /

- Page40f 6/ Cip.4u3 6
S-isomer — not more than 1.5% /

7 | Chiral purity / Xupanabnas
YHCTOTA Hwxe npenena obnapyxenns (II0 = | B N
0,0138 %) S-uzomep — ue 6onee 1,5 %
| 8 | Loss on drying / IloTeps B 24%/24% Not more than 6.0 % / He 6onee 6,0 %
Macce MPH BbICYUIHBAHUH
9 | Microbiological purity*/ MukpoGuo/ioraueckas 4acroTa*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1uee 4uciO Menee 10 KOE/r He 6onee 10° KOE/r
a3po6HBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10> CFU/g /
moulds count / O6uiee uuc.o Menee 10 KOE/r He 6onee 10> KOE/r
JPOJOKEBBIX U MJIECHEBBIX
rpubos
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcytcTByeTB 1T OtcytcrBHe B 1 T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaHOPOTHOCTH 34/3.4 than 15.0./ IToka3zartenp npuemieMocTH (AV)
JIO3UPOBAHUSA T JoybkeH OBITH He 6onee 15,0.
11 | Assay / KoanuecTBenHoe Between 4.75 mg and 5.25 mg of
omnpeaeneHne 4.97 mg/ 4,97mr levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr neBouLETUPHU3HHA
ITHTHAPOXJIOpHA B TaOJETKE.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [IpoayKT COOTBETCTBYET TpeboBanusm H/J 3akmouenne: OJJOBPEHO
o 7D
Prepared by / Checked by / 5’,@0} Approved by: Manager/Executive /
HOAFOTOBneHo:/@$’ I'Iponi:pcuofger Onobpeno: Menemxep / PykoBoaurenn
— ==
Date./ | T6R 202K Date./ (G- B~902 5 Date./ | S—03% 202§
Hara: Hata Hara:
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Dr‘ Reddy S Q.’ CERTIFICATE OF ANALYSIS

CEPTU®HKAT AHAJIMU3A

Product : Allerway film-coated tablets 5 mg

Mpoayxr: Annepsaii TabiieTky, NOKpsITHIE IVICHOYHON 060J104KOii, 5 Mr

Market / Peiaox : Russia / Poccus

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

Cepust Ne  €2502500 Pasmep cepun 1040300 Tab

Analytical Repovrt No./ . 890001798265 Date of Analysis / . 12/03/2025

AHaguTHYecKku#i oTyeT Ne JlaTa anaanza

Date of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028

Jata npoussoacTBa B Togen ao ]
Mfg. License No. /

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

Jnnen3usi Ne

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

Analysis performed according ND No / Auanus nposeaed no HJI Ne: JIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page50f6/Crp.Su36

‘ 12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 3 blisters with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / Ilo 10 tabnerox B |/ Ilo 7 wnu 10 Ttabnerok B GimcTep U3
6mcrep u3 (ITA/AJI/TIBX) ¢onsru | (ITA/AJ/IIBX) ¢oneru /  antoMUHHEBOH
/ amomunuesoit ¢oneru. ITo 3 | doneru. Ilo 1, 2 niu 3 Gmictepa BMECTE C
6nucTepa BMECTe C MHCTPYKLHMEH M0 | HHCTPYKIKEH 10 NPUMEHEHHIO (JIMCTKOM-
MPUMEHEHUIO (IMCTKOM- | BKJIaJbIIeM) B aUKy KapTOHHYIO.
BKJTafIbIIIEM) B MAUKY 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.
* [TpOBOAMTCS POUIBOJIUTENEM TPU BBITYCKE IEPHOAMHECKH (C HHTEPBANOM OIHO UCTIhITaHHe Ha 10 cepuii K He meHee | pasa B rox).

ITokasaTenb MOKeET OBITh HE BKITIOUYEH B cepTHMKAT aHanu3a Gupmsl

API name / HaumenoBanne A®C:

Levocetirizine dihydrochloride / JleBouetnpuszuHa JUrHIpPOXIOPHI

Levocetirizine / JleBoueTupu3uH

FP Manufacturer API Batch number /
Homep cepun cybcTaHnMH
npousBoaurens I'JIdD:

INN / MHH:
API manufacturer batch number / ACRH004125
Howmep cepuun npoussoautenst ADC:

FCRAO02760

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hpumeuanne: [Ipoaykt coorBeTcTBYET TpeboBanusam HJI 3akmouenne: OJOBPEHO
r D

Prepared by / , Checked by / /pé_f/ ‘Approved by: Manager/Executive /
[ToAroToBNEHO: é$/ Ilpoacpm% OnobpeHo: Menemiep / PykoBoaurenb

Jlara: Jara:

Date / (C- o2 ~30%5 Date /

15-03 -9c2.5| Date/ | Crpg 0oz S

Jara:




[ 1)
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Dr. Reddy S ‘.‘ CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

’?roduct : Allerway film-coated tablets 5 mg
| IpoaykT: Annepsait TabneTKH, NOKPBITHIE MIEHOYHONH 060TOUYKOH, 5 M

Market / PoiHok : Russia / Poccust
Batch No. / ) Batch Quantity / . 1040300 tab /
Cepus Ne £ (€2502500 Pazmep cepun " 1040300 a6
Analytical Repo“rt No./ . 890001798265 Date of Analysis / . 12/03/2025
AHaJnTHYeCKHi oTueT Ne JaTa ananusa
D .
ate of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028
Jarta npousBoacrsea T'open 10
Mfg. License No. /
IMpouszBoacTBeHHasi : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)

JuueH3usi Ne
Analysis performed according ND No / Auanus nposeaen no HJ Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

Page 6 of 6/ CTp. 6 3 6

ﬁPf)"l;iim:l?:;:rZ%lg’ ffrczl;gfry / Dr. Reddy's Laboratories Ltd., India /
p - » CTpana: II-p Pennmu’c Jlaboparopuc JIta., Uuaus
.. Survey Ned41, (Formulations Technical Operations - Unit-III),
llj;l:lne;::g l;:fls;i?l;t:li(t):l/m(ljt;zrtlrl(\jlosif:er / Bachupally Village, Bachupally Mandal, Medch'alh Malk.aj giri District,
Release site / Bachupally (V), Bachupa‘lly (M), Medchal-Malkajgiri (Distr.), Telangana
HanpfenoRanie,ARpesAHOMED State, India (License No 59/RR/AP/97/F/R)
i Vuactok Ne 41, (ITpoussoacteenHoe noapasaenenue-1il), bauynammm
TTHICHIUH l'l.I]OlIlililKPl, Bunnamk, Bauynannu Mangan, Mengan Mankafxrupa JJUCTpUKT,
OCYINECTRTATIOMES Bauynannu (B), Bauynamnu (M), Mengan-Mankamkrupu (), wrar
NROHIBONCIBH{KOHT RN, Tenanrana, Munus (Jluuensus No 59/RR/AP/97/F/R)
KavecTsa/Bbinyck [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.

3aksroueHe 0 cooTBeTcTBUH: «HacTosumM s HoATBEpXAat0, YTO NPHBEIEHHAS BbIllle HHPOPMALUS ABJISETCS TOCTOBEPHOH
It TOUHOM. DTa cepus MPOAYKIMHM POU3BEAeHA (BKIIIOYAst yTIakoBKY (MApPKUPOBKY) M KOHTPOJb KaueCTBa) Ha BbILIEYKa3aHHOM
MPOM3BOACTBEHHOM TUIOMaAKe (MIOMAAKaX) B TONHOM COOTBETCTBMM ¢ TpeboBaHusimd IlpaBun Hajnexainei
npousBoAcTBeHHOM npaktuku (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeboBaHMSMHM KOHTPOJNSA KauyecTsa
NEKapCTBEHHBIX CPENCTB, 4 TAKXKE B COOTBETCTBHU CO CMEUM(UKALMAMH, CONEPXKAIIUMHUCA B PEHCTPAlMOHHOM JOChE
CTpaHbl-UMIOPTEpA. 3amiCH 10 TPOU3BOACTBY, YNAKOBKE M aHAU3y MPOBEPEHBI, U YCTAHOBICHO MX COOTBETCTBHE

tpeboBanuam [TpaBun Hajiexallell IPOH3BOICTBEHHON MPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanue: [TpogykT cootBeTcTBYET TpeboBanuam HJI 3akmouyenue: OJOBPEHO
>

o
> ﬁ/PV » Approved by: Manager/Executive /

Prepared by / Checked by /.
IToarorosinexo: 4/ I"Epnaep&HQ)j/ OpnobpeHo: Meﬂ_grnmep / PyxoBOOUTENE
P —

d

Date / 1C03 ol Date / 1522 900 = Date / , ,(’_/DZP' 2oz §
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