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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A
[Product : Allerway film-coated tablets 5 mg
Mpoaysr: Annepeaii TadnerkH, NOKPLITEIE MIEHOYHOHN 060/104K0i, 5 Mr
Market / PeiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepun Ne ey Pasmep cepun * 1040300 Ta6
Analytical Repo“rt No. / . 890001845068 Date of Analysis / . 31/10/2025
AHANTHTHYECKHIT oTdeT Ne JlaTa ananausa
Date of Manufacture / . Date of Expiry / .
T ——— : 23/09/2025 Tonen 10 : 31/08/2028
Mifg. License No. /
IlponsBoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
Jmuensun Ne
Analysis performed according ND No / Anann3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIT-Ne(001333)-(PI'-RU) or 15.11.23

Pagelof6/Crp. 1u3 6

Ne Test / Tloxa3zaresn

Result / PesynbTaThi

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. / OpanbHbIe
JIBOSIKOBBITYKJIBIE TabneTku,
HOKPBIThIE [UIEHOYHOH 0605109K0H
Oenoro 1BeTa, ¢ ONHOM CTODOHEI
IIajKue, Ha J]pyrod  CTOpPOHE
rpaBupoBka «R 5». Ha monepeynom
paspese sapo 6es10ro 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. / OBajbHbIE ABOSIKOBLITYKIbIE
TabJIeTKH, MOKPBITBIE MMIEHOYHOIN 000104KOi
6emoro mid moytH 6eyoro 1BeTa, ¢ OXHOIM
CTOPOHBI IJafikue, Ha JpPYro CTOpOHE
rpasupoBka «R 5». Ha nonepeuHoM paspese
Aapo ot 6enoro 10 noutH GeNoro BeTa.

2 | Identification
Levocetirizine/
HWpentudpukanus
JleBOUETHPUIHH

Complies as prescribed /
CooTBeTCTBYET TPeOOBAHHAM

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
OCHOBHOrO INHKa Ha  XpoMarorpamme
HCHBITYEMOrO pacTBopa JOJDKHO
COOTBETCTBOBAaTh BPEMEHH  YIEep)KUBaHHUS
OCHOBHOT'O IIUKA HAa XpOMAaTOrpaMMe pacTBopa
craHjapTHoro obpasua JIeBOUETHPU3HHA
auruapoxiopuaa (pasaen «KonuyecTBeHHOE
omnpefieNieHue»).

Remarks : The Product confirms to ND/
Hpumeuanue: [Ipoaykt cooTBeTcTBYeT Tpebosarnsm HJ

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checkedby/ |

IToaroToBaeHO: @/ IIposepeHo: ! ol ) Onobpeno: Meugi\'ep / PyxoBOAMTEb
Date / Date / NOVS Date / (_ 10— 9o
Jlara: 21 -lo-loy Jara: \~10~20 JlaTa: =I
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTHU3A

Product : Allerway film-coated tablets 5 mg
IpoayxT: Annepsaii TabneTki. NOKPHITHIE IIIEHOYHOH 0005104KOIl, 5 MI

Market / Poiiox : Russia / Poccus

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

Cepusi Ne § C2312506 Pazmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001845068 Date of Malysns / . 31/10/2025
AHaauTuyecKuii oTyeT Ne JlaTa aHaJinza

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028

JlaTa npon3BoacTsa T'opgen a0

Mfg. License No. /

IponssoacTeeHHAasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHuen3us Ne

JINI-Na(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /

Page2 of 6/ Crp.2 3 6

3 | Average weight /
Cpeansas macca

133.71 mg/ 133,71 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 /

3 min / 3 MuH

Not more than 15 min / He 6osnee 15 Mun

=)
|

PacnagaeMocthb
5 | Dissolution / PacTBopenue Unit-1/ Ta6n.-1 99 % NLT 80% (Q) of label claim of levocetirizine
Unit-2 / Tabn.2 B % g/lhydrochlonde after 20 min. / He menee 80
o (Q) OT HOMHHAIBHOTO COAEPXAHUS
Unit-3 / Tabn.-3 97 % JIEBOLIETUPU3NHA AUTHIpoxjopuaa yepes 20
Unit-4 / Ta6.-4 08 % |
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 98 %

_| Related Substances / PoacTBeHHbIe TpHMeCH

Impurity A / IIpumecs A

Impurity B / Ilpumecs B

Impurity C / ITpumecs C

Not detected / He oOHapyxKeHa

Below LOQ (LOQ =0.008 %) /
Huxe npeneina KOJIMYECTBECHHOI'O

onpenesenus (ITKO = 0,008 %)

Not detected / He 0bHapyx)eHa

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

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

Not more than 0.4 % / He 6o1ee 0,4 %

Remarks : The Product confirms to ND/
IIpumeuanne: [IpofyKT COOTBETCTBYET TPeOOBAHUAM HO

Conclusion : APPROVED /
3axaouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBIIEHO: [IpoBepeHo: @, Onobpeno: Menemxep / PykoBoaurensb
Date / Date / RYSPYSY Date / '

Jlata: 2 (—(0 -'LDM/ Jara: 3\ Ib~2015 Jara: Sl—1b- %M/




Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Ipoaykr: Annepsaii Tabaetin, NOKPLITHIE MTEHOYHON 000.104K0if, 5 Mr

Market / Poinox : Russia / Poccusa

Batch No. / . C2512986 Batch Quantity / . 1040300 tab /

(Cepust No ) Pasmep cepun * 1040300 Ta6

Analytical Report No. / . Date of Analysis / .

AuanpTRYecKkmit oraer N : 890001845068 F S———, : 31/10/2025

Date of Manufacture / . Date of Expiry / .

Jdara npoussoacrsa i 2092025 Fonen no : 31/08/2028

Mfg. License No. /

IMpoussoxcTBennasn : 59/RR/AP/9T/F/R MA number: / Homep PY : JII-N2(001333)-(PT-RU)
Jauuensns Ne

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

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

Page3of 6/ Crp.3 u3 6

Impurity RCT-3 / Ilpumechb
RCT-3

Any individual unidentified
impurity / Jlrobas equHUYHAS
HEHISHTHQULMPOBaHHAs
PUMECh

Impurity D / ITpumecs D 0.01%/0,01%
Impurity E / [Tpumecs E 0.02% / 0,02%
Impurity F / IIpumecs F

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

0.06% / 0,06%

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 Gonee 0,4 %

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

Not more than 0.30 % / He Gonee 0,30 %

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

Total impurities /
CyMma npumeceit

0.1 %/0,1 %

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

Chiral purity / XupajabHan
YHCTOTA

Not detected / He o6HapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He Honee 1,5 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanne: [Ipogykt cooTBeTcTBYEeT TpeboBanusiM HJJ 3akmoyenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosneHo: @ . ITposepeHo: [/@—’ Onobpeno: Menemkep / Pykosonurens
Date / Yy Date / | Date/ o o2 f
IlaTta: 3t—to-tow Jara: Qe H S JlaTa: )10
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
MpoaywT: Annepeaii Tabnerki, MOKPLITHE IUIEHOYHOH 060104k, 5 Mr

Market / Poinox : Russia / Poccust

Batch No. / . Batch Quantity / 1040300 tab /

Cepusn Ne 5 G2A12386 Pasmep cepun * 1040300 Tab

Analytical RepoUrt No./ . 890001845068 Date of Analysis / . 31/10/2025
AnannTHyeckuii oTyer Ne JlaTa aHaau3a

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028

Jara nponssoacrsa Tonen a0

Mfg. License No. /

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

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

Analysis performed according ND No / Ananns nposeaen mo HJI Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page40f6/Crp. 4 u3 6

8 | Loss on drying / Iloreps B

Macce NpH BhICYUIHBAHUH

28%/28%

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

9 | Microbiological purity*/ MukpoGuoioruueckas 4ucTora*

a) Total Aerobic Microbial
Count / Obiee ynucno
a3pOBHBIX MHKPOOPraHW3MOB

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 / Ob1ee yucno
JIPOMOKEBBIX H TIECHEBBIX
rpuboB

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 /
OtcyretByeTB 1 T

Shall be absent in 1 gram /
OtcyrctBue B I T

10 | Uniformity of dosage units /

Acceptance value (AV) should not be more
than 15.0./ Iloka3atens npuemieMoctd (AV)

onpenesieHue

OaHopoaHOCTH
JA03HPOBAHUSA S JomxkeH 6uITh He Bonee 15,0.
11 | Assay / KoauyecTBeHHOE Between 4.75 mg and 525 mg of
4.92 mg /4,92 Mmr levocetirizine dihydrochloride per tablet. /

Ot 4,75 mr go 5,25 Mr JIEBOLETHPH3HHA
JUTHIPOXIOpUAa B TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanne: [TpoaykT cootsetcTByeT TpeboBanusm HI

Conclusion : APPROVED /
3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToAroToBIIEHO: @ ITposepeno: [/@, OnoGpeno: Menemxep / PykoBonuresb
Date / 97— | Date/ N Date / ‘ B e
Tara: 2r—{O~-w0d Tara: UAtpr202S Tapa: ) I D
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CERTIFICATE OF ANALYSIS

CEPTUD®HUKAT AHAJIM3ZA

Product : Allerway film-coated tablets 5 mg

Mpoayier: Annepesii TabneTkn, NOKPLITEE NIEHOYHOH 000/104KOif, 5 Mr

Market / PoiHok : Russia / Poccus

Batch No. / . C2512986 Batch Quantity / . 1040300 tab /

Cepus Ne ) Pasmep cepun ‘1040300 Ta6

Analytical Repo:‘t No./ - 890001845068 Date of Analysis / . 31/10/2025
AHaauTHyeckuii otaer No Jara ananamsa

Dat-e of Manufacture / © 23/09/2025 Date of Expiry / . 31/08/2028

Mara nponzsoacrsa T'open no

Mfg. License No. /

IMpoussoacTeennan : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)
Jinnensus Ne

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

PageSof 6/ Crp.5u3 6

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 TaGnetok B
6muctep u3 (ITA/AJI/IIBX) doneru
/ amomunueBoi doneru. ITo 3
GMcTepa BMECTE C MHCTPYKUMEH 110
IPUMEHEHHIO (mucTroM-
BKJIJIBIIIEM) B T1AYKy KAPTOHHYIO.

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.

/ Tlo 7 unu 10 rtabnerok B Oancrep u3
/' amomuanesoit
onbru. ITo 1, 2 unn 3 Gnucrepa Bmecte ¢
HHCTPYKUMEH 1O NpPUMEHEHHIO (NHCTKOM-

(TTA/AJVTIBX)  doasru

BKJIQJIbILIEM) B [TA4Ky KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [1poBOAUTCS TIPOU3BOIUTENEM MPH BBITYCKE EPUOTMIECKH (C HHTEPBAIOM OHO HCIBITAHHE Ha 10 cepuif uimu He Meree 1 pasa B rox).

Tokasarens MojeT GBITH HE BIITIOUEH B CEPTH(HKAT aHATH3a DUPMBI

* It is carried out by the manufacturer at release periodically (with an intcrval of one test for 10 series or at least | time per year).

API name / Haumenosanue ADC:

Levocetirizine dihydrochloride / JleBoueTnpusnna auruapoxnopus

INN / MHH:

Levocetirizine / JleBoLeTHpU3HH

API manufacturer batch number /
Homep cepun npon3Boautesss ADC:

ACSH001894 & ACSH001899

Homep cepun cy6cTaHunn
npouzsoautens I'JId:

FP Manufacturer API Batch number /

FCSA01102 & FCSA01103

IIpousBoaurenr APC, crpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlabopatopuc JIta., Muaus

Remarks : The Product confirms to ND/
IIpumeyanne: IIponykT cooTBeTcTBYeT TpeboBanusM HJ[

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / e Checked by / //_f, | Approved bl}\r/I Man?ger{IElicecutive/ )
Ioxrorosnexo: [ IIposepeno: < S Onobpeno: Menemxep / Pykosonutens
Date / s Date / N = Date / ' _ oA
Hara: 2 [-(o-102% Jara: 2 |~ 1b~20% Jlara: B =18
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJTH3A

Product : Allerway film-coated tablets 5 mg
Mpoaykr: Annepeaii TabneTku, NOKPBITHIE MIIEHOYHORH 000104K0i, 5 Mr
Market / Poinox : Russia / Poccus
Batch No. / i Batch Quantity / . 1040300 tab /
Cepusi Ne # E2312986 Pazmep cepun 1040300 Ta6
Analytical Report No. / . Date of Analysis / .
A Hamrrrmrcknd oraer N : 890001845068 - ———— : 31/10/2025
Date of Manufacture / : Date of Expiry / .
Jara nponzsoacrsa : 23/09/2025 T'open a0 : 31/08/2028
Mfg. License No. /
IMponssoncTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JITT-Ne(001333)-(PT-RU)
JMuens3ist Ne
Analysis performed according ND No / Ananu3 nposeaen no HJ| Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)~(PT-RU) ot 15.11.23

Page 6 of 6/ Crp. 6 u3 6

. Survey Ne41, (Formulations Technical Operations - Unit-III 1

I;;";f;}?:g; ifls;izl;;(t): l/zét(::):tlrzos{:: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri Distri)ct,
Release site / Bachupally (V), Bachupglly (M), Medchal-Malkajgiri (Distr. ), Telangana
e REBATRE, AT i HOMop State, India (License No 59/RR/AP/97/F/R)

2 Vuactok Ne 41, (ITpouszsoactaeHnoe noapasaenexue-IIT), Bauynanau
KN Y TLIOMATIRH, Bunnamwk, bauynannm Mangan, Meauan Maskamkrupn Huctpukr,
oCyICCIRINOmEnR Bauynannn (B), bauynannu (M), Mepuan-Mankamxrupn (1), wrar
HNPOH3BOACTBO/KOHTPOIL Tenanrana, Unnus (Jluuensust Ne 59/RR/AP/97/F/R)
KauyecTBa/Boinyck I'JID / J

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.

3aK/I04eHNE O COOTBETCTBHH: «HacToswMM 51 MOATBEpXato, UTO NPHBENCHHAS BbIlle HHYOPMALHUSA ABNSETCS JOCTOBEPHOIH
¥ TOYHOM. JTa cepus MPORYKLHMH PoU3BeIeHa (BKIOYas YIaKOBKY (MapKHPOBKY) X KOHTPOJIb KAYECTBA) HA BBIIIEYKa3aHHOM
NPOM3BOJACTBEHHON IwIomaaKe (MIOMAAKax) B IOJHOM COOTBETCTBHM ¢ TpeboBanusmu IlpaBHn Hamnexaueit
MPOU3BOACTBEHHOW npakTuku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeGOBaHMSIMH KOHTPOJNsS KadecTBa
JIEKApCTBEHHBIX CPEJICTB, a TaKXe B COOTBETCTBUHM CO Creud(HUKALUsIMM, COZEP)KALUUMHUCA B PETHCTPALIMOHHOM JOCHE
CTpaHbI-UMIOpTepa. 3alUCH O TMPOM3BOACTBY, YNAKOBKE W AHAIM3y IPOBEPEHBl, M YCTAHOBJIEHO HX COOTBETCTBHE

Tpe6oBanusM [IpaBun Hajnexallel MPOU3BOACTBEHHON MPAKTHKH.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmouenune: OJJOBPEHO

Ipumevanme: IIponykxT cooTBeTCTBYeT TpeboBanusm HJJ

Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneHo: & ITpoBepeno: L@ Onobpeno: MeHe,?g\:e%psl PykoBogurens
Date / Date / | Date/ ' A
JlaTa: 3l-lo~1ol Iara: U A0S | Taa: uSE ) Py




