' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
HpoaykT: AmepBaii TabeTKH, TOKPHITHIE MIEHOYHOH 060104KOH, 5 Mr
Market / Poinok : Russia / Poccust
Batch No./ . Batch Quantity / . 1040300 tab /
Cepus Ne mgeone Pasmep cepum " 1040300 Tab
Analytical Repo"rt No./ . 890001807770 Date of Analysis / . 30/04/2025
AHaguTHuecKHi oTyeT No Harta aHann3a
Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028
JlaTa npou3BoacTBa T'ogen ao -
Mfg. License No. /
IIpon3BoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JIHIeH3us Ne
Analysis performed according ND No / Ananu3 npoeeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JII-Ne(001333)-(PI-RU) or 15.11.23

Page1of 6/ Ctp. 1 36

Ne Test / Iloka3zarein

Result / Pezyromamot

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. / OBaJbHEIE
JIBOSIKOBBITTYKJIBIE TalJIeTKH,
MOKPBIThIE TJICHOYHON 00010YKOiH
fenoro 1BeTa, ¢ OAHOU CTOPOHBI
riajKie, Ha JpYyroil  CTOpoHe
rpaBupoBka «R 5». Ha nonepeunom
paspe3e sapo Oenoro 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. / OBaJbHBIC ABOSIKOBBIMYKJIBIE
TabNeTKH, MOKPBITEIE TJIEHOYHOH 0001104KOi
Oenoro WJIH MO4YTH 0eNoro nBeTa, ¢ OOHOM
CTOPOHBI TJIaJIKHE, HA [pYroil CTOpOHE
rpaBupoBka «R 5». Ha nomnepeyHoM paspese
spo OT 6eJyoro 0 NouTH 6ENoro nBeTa.

2 | Identification
Levocetirizine/
HAnenTudpukanun
JleBOLETHPH3HH

Complies as prescribed /
CooTBeTcTBYeT TpebOBaHUAM

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”). / Bpewms ynepxuBanus
OCHOBHOrO THKa Ha  XpoMmarorpamMme
HCIBITYEMOTO pacTBopa JOJKHO
COOTBETCTBOBATH BPEMEHH  yICp)KUBaHHs
OCHOBHOTO MTHKa Ha XpOMaTorpaMMe pacTBopa
cTaHaapTHoro ofbpas3ua  JIeBOLETHPH3HMHA
auruapoxnopuna (pasnen «KonuuectBeHHOE
OIpeICIICHIEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykr cooTBeTcTBYeT TpeboBaHusM H]| 3axsmouenue: OJJOBPEHO

~AD
Prepared by / Checked by /. } W Approved by: Manager/Executive /
[ToaroroBneHo: posepeHc / i Onobpeno: Meunemxep / Pykooautens
Date./ 20 - 04 - L0024 Date./ R0-C4 2225 Date'/ 20-0%-291S
JlaTa: Jara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

IMpoaywr: Annepssii TabaeTky, NOKPHIThIE NICHOYHOM 0BOJIOUYKOM, 5 MI

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /
Cepusa Ne e Pasmep cepuu " 1040300 tab
Analytical Repourt No./ . 890001807770 Date of Analysis / . 30/04/2025
AHajiuTHyeckmii oTuer Ne Jarta aHanu3za

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

JlaTa npousBoAcTBa Tonen mo

Mfg. License No. /

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

Analysis performed according ND No / Anaan3 nposeaen no HJ{ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JII-Ne(001333)-(PI'-RU) ot 15.11.23

Page 2 of 6 / Crp. 2 m3 6

3 | Average weight /
Cpennsist macca

133.79 mg / 133,79 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 /

4 min / 4 Mug

Not more than 15 min / He 6onee 15 Mun

Pacnapaemoctn
5 | Dissolution / PacTBopenne Unit-1/ Ta6n.-1 94 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Taon.2 98 % 0d1hydrochlor1de after 20 min. / He menee 30
% (Q) OT HOMHHAIBHOTO COACPXKAHHUSA
Unit-3 / Tabn.-3 93 % JIEBOLIETHPU3UHA AUTHIApOXJopuaa depes 20
Unit-4 / Ta6n.-4 9% |
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 96 %

6 | Related Substances / PoacTBeHHbIE IPHMeECH

Impurity A / Ilpumecs A

Impurity B / [lpumecs B

Impurity C / [Ipumecs C

Not detected / He oOHapyxkeHa

Below LOQ (LOQ = 0.008 %) /

Humxe npeacia KOJTHYECTBECHHOIO

onpenaenexus (ITKO = 0,008 %)

Not detected / He oOHapykeHa

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

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

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

Remarks : The Product confirms to ND/
IIpumeuanne: [TponykT coorBeTcTBYET TpeboBanusM HJI

32

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

L
“Approved by: Manager/Executive /

Prepared by / Checked by / apf"

IMoarotomneHo: @ ﬂpogepem% Onobpeno: Mensﬂ};{ep / PykoBoauTeNb
*

Date / s n Date / P-4 -2.02| Date/ 20 -0Y-2015

JaTa: 3004~ 2025 Jara: Jara:
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JIII-No(001333)-(PT-RU) ot 15.11.23

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIHU3A

Product : Allerway film-coated tablets 5 mg
Ipoayxr: Aniepeait TabNeTKH, MOKPHITHIE TIEHOYHOH 060T0YKOM, 5 MI
Market / PoiHoK : Russia / Poccus
Batch No. / ] Batch Quantity / . 1040300 tab /
Cepus Ne e Pasmep cepun 1040300 Tab
Analytical Repovrt No./ . 890001807770 Date of Analysis / . 30/04/2025
AHasinTHYecKuii oTuer Ne Jara ananauza
Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028
JlaTta npon3BoacTBa T'ogen go o
Mfg. License No. /
[IpounssoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JuueH3zus Ne
Analysis performed according ND No / Ananu3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3of6/Crp.3 u36

Impurity D / TIpumecs D

Impurity E / [Tpumecs E

Impurity F / [Tpumecs F

Impurity RCT-3 / [Ipumech
RCT-3

Any individual unidentified
impurity / JIto6ast eauHH4HAS
HEeWACHTUULHPOBaHHAS
PHMECh

Below

Below LOQ (LOQ =0.023 %) /
Hmxe npenena KOTHYECTBEHHOT'O
ompenenenns (IIKO = 0,023 %)

Below LOD (LOD = 0.014 %) /
Huxe npenena obnapyxenus (I1O =

nopora peructpauny (I1P =0,05 %)

0.01%/0,01%

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

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

0,014 %)

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

0.05%/0,05%

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

BDL (BDL= 0.05 %) / Hixe

Total impurities /
CymMa npumecei

0.1 %/0,1 %

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

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

Chiral purity / Xupanasnnan Not

YHCTOTA

detected / He obHapyxeHa

S-isomer — not more than 1.5%/

S-uzomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/

Ipumeuanne: [Iponykr cooTBeTcTBYET TpedoBanHusiM HJT

Conclusion : APPROVED /
3akiaouenue: OJJOBPEHO

s |
Prepared by / Checked by / ;ﬁ“y Approved by: Manager/Executive /
: W e .
[oarorosineHo: [TIposepeno: ,M Ono6peno: Menemxep / PykoBoaurens
&< :

Date / Date / - Date / . <

-oY-10LS o 2025 2p- oYy -028
Hara: 20 = OY & Hara: '*g ’05" [ara: o
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CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Annepsaii TabaeTKH, HOKPLITHIE TIEHOYHOH 060109KOM, 5 MT
Market / Poinox : Russia / Poccust
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne R Pasmep cepuu * 1040300 tab
Analytical Report No./ . 890001807770 Date of Analysis / . 30/04/2025
AHaJuTHYeCKHii oTyeT No Hara ananuza
Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028
JaTa npon3Bojcrsa T'omen g0
Mfg. License No. /
TIpouseoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHIEeH3Hs1 Ne
Analysis performed according ND No / Auanus nposeaen no HJT Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIII-Ne(001333)-(PI'-RU) ot 15.11.23

Page40of6/Crp. 4 n36

8 | Loss on drying / IToTeps B 2.0%/2,0% Not more than 6.0 % / He 6onee 6,0 %
Macce IPH BbICYIIHBAHUH
9 | Microbiological purity*/ Muxpobuonozuueckaa wucmoma*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1iee uucio Menee 10 KOE/r He 6onee 10° KOE/r
a3pobHBIX MHKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10° CFU/g /
moulds count / Obmiee uucio Menee 10 KOE/r He 6onee 10> KOE/r
JOPOJNOKEBBIX H TJIECHEBBIX
rpuboB
c¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrctByeTB 1 T OrcyrctBue B 1 ¢
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OgnopoaHoCTh 53/53 than 15.0./ Iloka3zarens npuemsiemoctu (AV)
J03MPOBAHHUS B JomkeH 6bITh He 6onee 15,0.
11 | Assay / KonmuecTBeHHOE Between 4.75 mg and 525 mg of
ompeesieHHe 4.83 mg /4,83 Mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr go 5,25 Mr JeBOUETHPU3KHA
JUTHIPOXJIOpUAa B TabneTke.

Remarks : The Product confirms to ND/
IIpumeuanne: IIponykrt cootBeTcTBYeT TpeboBanusm HJI

Conclusion : APPROVED /
3aknouenne: OJOBPEHO

P
Prepared by / Checked by / 2 2P . Approved by: Manager/Executive /
IoarorosneHo: IIposepeno: Onobpeno: Menemxep / PykoBoguTens
P3
Date / g Date / - Date /
—0Y —)1o18 B O-0F-7.225 o
Hara: >0 Lo JarTa: Hara: 800 42187




. Dr.Reddy’s ":'

CERTIFICATE OF ANALYS

IS

CEPTHO®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

IIpoayxr: Anneprsii TabneTku, NOKPHITHIE MIIEHOYHOH 06OI0UKOMH, 5 Mr

Market / PsiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab/
Cepust Ne P €2504759 Pasmep cepuu * 1040300 Tab
Analytical Repo“rt No./ . 890001807770 Date of Analysis / . 30/04/2025
AHanuTHuecKkHii oTuer Ne Jlara anaan3sa

Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028

Hara npoussoacrsa T'ogen po

Mfg. License No. /

IIpoussoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jnuen3us Ne

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

PageSof6/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 Tabnetok B GiUcTEp U3

(ITA/AJTTIBX) donbru /
amomMunueBod  ¢oneru.  Ilo 3
OnucTepa BMECTE C HHCTPYKUHEH MO
IpHMEHEHHUIO (JmcTKOM-

BKJIaI[LIIJ_IeM) B NNa4Ky KapTOHHYIO.

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 nmu 10 Tabnerox B Onucrep u3
(TTA/AJI/TIBX) omeru / antOMHHHEBOIA
donsru. ITo 1, 2 unu 3 Gauctepa BMecTe ¢
HHCTPYKUMEH N0 NPUMEHEHUIO (JINCTKOM-
BKJIQ/BIIIEM ) B TIAUKY KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [IpOBOAMTCS TIPOU3BOJUTEINEM TIPH BBIMYCKE MEPHOIUYECKH (C WHTEPBAJIOM OJHO HCHbITaHHe Ha 10 cepuii WK He MeHee | pasa B ron).

Ioxkazarens MoxeT OBITH HE BKIIIOUEH B cepTu(ukar anamuza GupMer

* 1t 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).

API name / HanmenoBanue A®C:

Levocetirizine dihydrochloride / JleBoueTupu3nHa JUrHIAPOXIOPHI

Homep cepun cyGcTaHIIUH
npoussoguTeas ['JId:

FP Manufacturer API Batch number /

INN / MHH: Levocetirizine / JleBoueTHpU3UH
API manufacturer batch number / ACSH000101
Homep cepuu npousBogutens AD®C:

FCSA00117

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr coorBercTBYeT TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

prproved by: Manager/Executive /

Prepared by / Checked by ;}éﬁf
IMoaroTtosneHo: @, [Tporepero! % OnobpeHo: Meﬁs,u%xep / PyxoBoguTtenb
Date / —oy —LoK Date / Date / -
O 2225 -0 ~2p2§
Hara: > Hata: 30 '0{ Jara: Sk Ot
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Ipoayr: Annepsaii TabneTky, NOKPHITHIE IIEHOYHOM 060I0YKOL, 5 Mr
Market / Poinok : Russia / Poccust
Batch No. / . Batch Quantity / . 1040300 tab /
Cepun Ne L2504 Pa3smep cepuu " 1040300 Tab
Analytical Repovrt No./ . 890001807770 Date of Analysis / . 30/04/2025
AHanuTnuecknii oruer Ne HaTta aHaan3a
Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028
JaTa npon3BoacTea Tonen o |
Mfg. License No. /
IpousBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
Juuen3ust Ne
Analysis performed according ND No / Anann3 nposegen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 60f 6/ C1p. 6 u3 6

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpouseogutens A®C, cTpana: TI-p Pexun’c Jabopatopuc JItn., Mnms

5 Survey No41, (Formulations Technical Operations - Unit-III),
g;n,:,e;,f:g Zifls;i:llm;::l/zét;o?ero f:)r / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
e —— g nirol site Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
HanTenomafine: Sinée aiEowe State, India (License No 59/RR/AP/97/F/R)

N o ’aﬂlf " Homep Vyactok Ne 41, (TIponzBoacteennoe nogpasaenenue-1), bauynanmm
JHIEH :: zyom ,{l H, Bwtamk, bauynamm Margan, Meguan Mankamxrupu JJIUCTpukT,
Ec)(f)mec n:;o;uen bauynannu (B), bauynanmu (M), Menuan-Mankamxrupu (1), wrar

ROHSBOACTBOIROHFPOT Tenanrana, Uugus (Jluuensus Ne 59/RR/AP/97/F/R)
KadecTBa/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.

3akioueHre 0 COOTBETCTBHH: «HacTosIuM s moATBepIKAAO, YTO PUBENSHHAS Bbile HHGOPMALHs ABJIAETCS NOCTOBEPHOM
U TOYHOH. DTa cepus NPOAYKLUHMH Mpou3BeeHa (BKIF0Yas yakoBKy (MapKHPOBKY) M KOHTPOJIb KaU€CTBa) Ha BbILEYKa3aHHOM
TPOM3BOJICTBEHHON muiomiasike (IUIONMIagKax) B TIOJHOM COOTBETCTBHH ¢ TpeGoBaHuAMH IlpaBun Haanexaileit
npou3BoACcTBeHHOH mnpaktukd (NeGMP-01887/21/IN or 28 ampens 2021) u Tpeb6oBaHMAMHM KOHTpOJS Ka4yecTBa
JIEKAPCTBEHHBIX CPEJCTB, a TakKE€ B COOTBETCTBUHM CO ClELH(UKALUIMH, COACPKAIIUMUCST B PETHCTPAUHOHHOM [IOChE
CTpaHbl-UMIIOPTEpPA. 3aluCH TO MPOM3BOACTBY, YNAKOBKE M aHANN3y NPOBEPEHBl, M YCTAHOBJIIEHO HX COOTBETCTBHE
TpeboBanyisiM [1paBun Hagyexalel NpON3BOACTBEHHOM MPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBanusim HJJ 3axmouenne: OJJOGPEHO

Le™
Prepared by / Checked by / 5P . Approved by: Manager/Executive /
[ToarotoBineHo: & [Iporepeno: fffi/‘/ Ono6peno: Menemxkep / PykoBoautens

)

Date / Date / O~ 2224 Date / RO W-2o1s
Hara: 30 o4 -2025 Jara: 3 Iara:




