Dr.Redd

y's Q:"

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

[Product : Allerway film-coated tablets 5 mg

TabAETK I, NOKPBITHIE IIEHOUHOM 06010UKOH, 5 Mr

Mpoaywr: Annepeoaii

Market / PeiHok : Russia / Poccust

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

Cepusn Ne ? C2601450 Pa3mep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001866322 Date of Analysis / . 18/02/2026
AnanuTuyeckuii oTuer Ne Hdarta ananusa

Date of Manufacture / - 06/01/2026 Date of Expiry / . 31/12/2028

| laTa nponssoacTBa T'open no

Mfg. License No. /

IlpousBoacTBenHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
[inen3ust Ne

Analysis performed according ND No / Ananuz nposenen o HJ| Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JI-Ne(001333)-(PI'-RU) ot 15.11.23

Pagelof6/Crp. 1 u36

Ne Test / IlokazaTensn Result / Pe3yabTaThl

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. / OBasnbHbie
JIBOSIKOBBIMYKJTbIE TabneTk,
NOKPBITbIE TJIEHOYHOH 060504KOH
6enoro 1BeTa, ¢ OAHOH CTOPOHBI
rnajkue, Ha [Jpyroil cTopoHe
rpaBupoBka «R 5». Ha nonepeunom
paspeze sapo 6enoro 1BeTa.

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 JBOSIKOBBITYKIILIE
TabJIETKU, MOKPBITHIE MJIEHOYHOH 060J10uK0it
Oesoro Wiad noutH OeJoro 1nBeTa, ¢ ONHOMU
CTOPOHBI TJaJKHe, Ha [ApYroil CTOpoHE
rpaBupoBka «R 5». Ha nonepeunom paspese
sApo oT 6eoro o nouTH Oenoro 1Bera.

2 | Identification Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CootsetcTBYeT TpeOOBaHUSAM chromatogram of test solution should comply
Waentudukanusn with the retention time of the main peak in the
JleBOUeTHPH3HH chromatogram of levocetirizine

dihydrochloride reference standard solution
(section “Assay”). / Bpems ynepxuBanus
OCHOBHOTO  MMMKa HA  XpOMarorpamme
UCTIBITYEMOTO pacTtBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH  YAEPKUBAHHUSA
OCHOBHOTO NHKA Ha XpOMaTOTrpaMMe pacTBopa
CTaHAApTHOro  obpa3lia JEBOLETHPU3HHA
nuruapoxiopuaa (pazgen «KonuyecTBeHHOE
onpeaencHUe»).

Remarks : The Product confirms to ND/
Ipumeuanne: [TponykTt cooTBeTcTBYeT TpeboBanusmM H/J

Conclusion : APPROVED /
3axnouenune: OJJOBPEHO

Prepared by / \[\7% Checked by / Approved by: Manager/Executive /
Iloarorosnexo: /ﬂ_, Hposepem( 3 >ﬁ A Onobpeno: Menemiep / PykoBonurens
- < ——>
: L, r7}> :
Date / Date / Date / '
Jara: \g/o‘)f;}ou Jara: (55 ~0B2 ~2,0 4 | Hara: [ §evt- GooE
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Dr.Reddy’s ‘,’o’

CERTIFICATE OF ANALYSIS

CEPTHPUKAT AHAJIM3A

"Product : Allerway film-coated tablets 5 mg
IMpoaywr: Annepssii TabGAETKH, MOKPHITEIE IJIEHOYHON 060NIOUKOM, 5 Mr

Market / Puinok : Russia / Poccust

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

Cepus Ne ¥ CEE01450 Pasmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001866322 Date of Analysis / . 18/02/2026
Ananuruyeckuii oTyet Ne JaTa ananusa

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

|/laTa npoH3BOACTBA T'onen 1o

Mfg. License No. /

ITponseoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
auueH3us Ne

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

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

Page2of6/Crp.2 w36

3 | Average weight /
Cpenunsas macca

133.77 mg/ 133,77 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 /

2 min /2 MuUH

Not more than 15 min / He 6onee 15 mun

Pacnagaemoctb
5 | Dissolution / PacTeopenne Unit-1/ Ta6n.-1 96 % | NLT 80% (Q) of label claim of levocetirizine
Unit2  Tabn2 97 % 0d1hydrochlor1de after 20 min. / He menee 80
- o % (Q) OT HOMHMHAJIBHOTO CONCpPXKAHHUS
Unit-3 / Ta6n.-3 91 % JIEBOLlETUPU3NHA AUruapoxjaopuaa yepes 20
Unit-4 / Ta6n.-4 040 | MO
Unit-5 / Tabn.-5 94 %
Unit-6 / Tabn.-6 92 %

6 | Related Substances / PogcTBeHHbIe IpuMecH

Impurity A / [Ipumecs A

Impurity B / I[Tpumecs B

| Impurity C / ITpumecs C

Not detected / He oOHapyxeHa

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

0.01%/0,01%

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

Not detected / He ob6HapyxeHa

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

Remarks : The Product confirms to ND/
Ipumeuanue: [poaykT cooTBeTCTBYET TpeboBaHusM H]J

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBnexo: @_7 [Tposeperoy” 1§ \~_2 Onobpeno: Menexep / PykoBonutens
Date / Date / ; Date / e it
- — 0
|| Mara: \8-02-2006 Jera:  |5-p2~9024 |Jara: [Eirm -
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoayxr: Asnepssit TabeTKH, TOKPEITHIE TUIEHOYHOH 060JIOUKOM, 5 MT

Market / PoiHoK : Russia / Poccus

Batch No. / ] Batch Quantity / 1040300 tab/

Cepust Ne i Pasmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001866322 Date of Analysis / . 18/02/2026
AHanuTuyeckuii oTyet Ne JlaTa ananuza

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

Jata npou3BoacTBa TI'ogen oo

Mfg. License No. /

IpoussoacTrBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
anueH3ust Ne

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

Analysis performed according ND No / Ananu3 nposeaen no HJL Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page30of 6/ Crp.3 m36

Impurity D / Ilpumecs D

Impurity E / TTpumecs E

Impurity F / ITpumecs F

Impurity RCT-3 / Tlpnmech
RCT-3

| Any individual unidentified
impurity / JIrobas exuHHYHas
HenAeHTUHUNPOBaHHASL
NPUMECH

0.01%/0,01%

0.03%/0,03%

Below LOD (LOD =0.014 %) /
Huxe npenena o6Hapyxenus (110
=0,014%)

0.05% /0,05%

Below BDL (BDL~= 0.05 %) / Hixe
nopora perucrpanuu (I1P =0,05 %)

| Not more than 0.4 % / He Goxnee 0,4 %

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

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

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

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

Total impurities /
CymMa npumeceit

0.1 %/0,1 %

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

Chiral purity / Xupajabnasn
YHCTOTA

Below LOD (LOD =0.0138 %) /
Hwxe npenena obuapyxenus (110
=0,0138%)

S-isomer — not more than 1.5% /

S-uzomep — e 6onee 1,5 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanwue: IIpoayxt coorBeTcTBYeT TpeboBanusM HJJ 3akiouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TonroTtosneno: \@__— Hpoaepem(\ (ﬂ) /\70 Onobpeno: Menemxep / PykoBogutens
Date / Date / B Date / Ly oA
Jlara: \8 "‘DQ"'()'DZ{D | Hara: 1S D0~ 26 | Hara: [l = e




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

TMpoayxT: AnnepBaii TabieTkH, MOKPHITHIE MIIEHOYHOH 000704KOM, 5 MT

Market / Poinok : Russia / Poccust

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

Cepus Ne 5 G2001420 Pasmep cepun 1040300 Ta6

Analytical Repourt No./ . 890001866322 Date of Analysis / . 18/02/2026

AnaautTu4deckuii oruer Ne Jara anannza ]
Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

/laTa npon3eoacTBa Topen o - B

Mfg. License No. /

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

JuneHsus Ne

|

l

Analysis performed according ND No / Ananus nposener no H/I No: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

JITI-Ne(001333)~(PT-RU) or 15.11.23

Paged4of 6/ Crp. 413 6

8 | Loss on drying / IloTeps B
mMacce IPH BLICYIUMBAaHAH

3.0%/3,0%

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

9 | Microbiological purity*/ Mukpo6uosoruyeckas 4ucTora*

a) Total Aerobic Microbial |
Count / Ob1uee yucio
a3po6HbIX MUKPOOPTaHM3MOB

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 / O61iee unucno
JPOMOKEBBIX U TJIECHEBBIX
rpubos

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

Not more than 10* CFU/g /
He 6os1ee 10> KOE/r

c) Escherichia Coli

Absent in 1 gram /
OtcytctByeTB 1 T

Shall be absent in 1 gram /
OtcytctBUue B 1 1

| Uniformi_ty of dosage units /
OagHopoaHOCTH
D03HPOBaHHSA

4.5/4,5

Acceptance value (AV) should not be more
than 15.0./ TTokazarens npuemiaemoctu (AV)
JoJpieH ObITh He 6onee 15,0.

11 | Assay / KonnyecTBeHHOE

onpeaejieHue

4.88 mg/ 4,88 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr go 5,25 Mr JjeBOUETHPHU3UHA
IUTHAPOXJIOpUAa B TabneTke.

Remarks : The Product confirms to ND/

ITpumeuanne: [IpoayxTt cooTBeTcTBYET TpeGoBaHnsm H/J

Conclusion : APPROVED /
3axawuenue: OJOBPEHO

Prepared by / ﬂ/ Checked by / Approved by: Manager/Executive /
[loarotoBneHo: ¥ ‘ Hpouc;wnm(} \\! — Onobpeno: Menemkep / PykoBoguTens
Date / Date / — Date / T > >

- 2 —2°
Iara: \8 0% ‘);D‘)/G Jlata: (S ~p2 ~9024 | Hara: | €0




Dr.Reddy’s Q¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoaysr: Anaepesii TabneTkn, NMOKPHITHIE MIEHOYHON 060I0UKOM, 5 M

Market / Poinok

: Russia / Poccus

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

Cepus No i S Pazmep cepun * 1040300 Tab

Analytical Repourt No./ . 890001866322 Date of Analysis / . 18/02/2026

AHaguTHYecKHii oTueT Ne R JlaTa aHanu3a

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028 |
laTa npon3BojacTBa T'open g0

Mifg. License No. /

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

JuneH3us Ne

JITT-Ne(001333)~(PT-RU) ot 15.11.23

Analysis performed according ND No / Anasu3z nposenen no HJ{ Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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 Tabnerok B
onuctep u3 (ITA/AJI/IIBX) donbru
/ amoMuHueBoH ¢omeru. [lo 3
6nucTepa BMecTe ¢ HHCTPYKIUel no
NPUMEHEHHIO (nuctkom-
BKJIJIBILIEM) B AUKY KAPTOHHYO.

Page5of 6/ Crp. S5 mu3 6

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.

/ Mo 7 unn 10 Tabnetox B 6Gmuctep U3
(TTIA/AJI/TIBX) donsri /  anoMHHHEBOH
donsru. Io 1, 2 wnu 3 6aucTepa BMecTe ¢
MHCTpYKIHEl MO NPUMEHEHUIO (JIMCTKOM-
BKJIJIGIIIEM) B [TA4YKY KAPTOHHYIO.

* Tt 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.
* [TpoBoAKTCA NPOU3BOAKTENEM TIPH BBIMYCKE MEPHOIUUECKHU (C HHTEPBAIOM OJIHO HCMbITaHHe Ha 10 cepuit unu He MeHee | pasa B ron).

Iloxazaresns MOXET ObITh HE BKITIOUEH B cepridukar aHanmu3a Gupmol

API name / Haumenopauue ADC:

Levocetirizine dihydrochloride / JleBoueTupu3znHa TUruapOXIOPHA

Levocetirizine / JleBorieTHpU3UH

| Homep cepum cyGcTaHumu
' mpousBoauteasn [JID:

API Manufactured by & country /
Ilpoussogurtens ADC, crpana:

INN / MHH:

API manufacturer batch number / ACSHO002266
Howmep cepun npoussogurenst ADC:

FP Manufacturer API Batch number / | FCSA01871

Dr. Reddy's Laboratories Ltd., India /

H-p Penpu’c Jlabopatopuc JIta., Uuaus

Remarks : The Product confirms to ND/

Ilpumeuanne: [Ipoaykt cooTBeTCTBYET TpeboBaHusm HJJ

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Prepared by / O, Checked by / Approved by: Manager/Executive /

ITopgroToBiieHO: M,_, [Tpo Bepem( T"\ ,\7ﬂ Onobpeno: Menemxkep / PykoBoautens
rgé’ 4 =

Date / Date/ Date / -

I[aTa: \8(0?/?m)/6 HaTa: LS‘P‘_DQ \2@_2,6’ HaTa: ' Q/DQ' /%r?/é
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Dr.Reddy’s €&
CERTIFICATE OF ANALYSIS
CEPTUO®OUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Iponyxr: Anneps3it TabneTkH, MOKPHITHIE NIEHOYHOM 060104KOH, 5 MI

Market / Poinox : Russia / Poccust

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

Cepus Ne i Pazmep cepuu " 1040300 Ta6

Analytical Repourt No./ . 890001866322 Date of Analysis / . 18/02/2026
AHajnuTH4YeCKHI oTyeT Ne Jarta ananuza

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

Hara npounssoacrea B ~ |T'omen no

Mfg. License No. /

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

Analysis performed according ND No / Anasnu3 nposeaen no HJI Ne: JIFI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JI-Ne(001333)-(PI-RU) ot 15.11.23

Page 6 of 6/ C1p. 6 3 6

Namie. adiiess. aitiorization Na for Survey Nodl, (Formulations Technical Operations - Unit-1II),
FP m;nufac tu;ing site / Control site / Bachupally Village, Bachupally Mandal, Medchgl'l\./lalk‘ajglri District,
Release site / Bachupally (V), Bachupglly (M), Medchal-Malkajgiri (Distr.), Telangana
State, India (License No 59/RR/AP/97/F/R)
J——— n.nou;amcu Vuactok Ne 41, (TTpouszeoacteenHoe nojpasaenenne-III), bauynasmu
P CERIONIEH i Bunnamxk, bauynamm Maugan, Menuan Mankamxrupu Juctpuxr,
DOREEOICTEOIROHTDOIE Bauynannu (B), bauynaniu (M), Meauan-Manxamkrapu (1), wrar

p A po Tenanrana, Unaus (JIunensus Ne 59/RR/AP/97/F/R)
KadecTBa/Bbinyck 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.

3akoueHre 0 COOTBETCTBUM: «HacTosium st MOATBEPXk Ak, YTO NPHBeIeHHas BbILe HHPOpMaLUs ABJISETCA NOCTOBEPHOH
¥ TOUHOM. DTa cepyst NPOAYKLMHK Npou3BeaeHa (BKItoYas ynakoBky (MapKUpoBKY) U KOHTPOJIb Ka4eCTBa) Ha BbILIEYKa3aHHOM
MPOM3BOACTBEHHOI miowanake (TUIOLIafAKkax) B TMOJHOM COOTBETCTBMM ¢ Tpebosanusmu [lpaBun Hagnexaiei
npou3BojAcTBeHHOM mpakTuku (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeboBaHUAMH KOHTPOIsS KauecTBa
JIEKapCTBEHHbIX CPEICTB, & Tak)Ke B COOTBETCTBHHM CO CNEUMUKALUSIMH, COACPIKALUMMUCS B PErMCTPAllMOHHOM JOCHE
CTpaHBbI-UMIIOpTEpa. 3amucu MO MPOU3BOACTBY, YNAKOBKE M aHAIW3y MPOBEPEHbl, M YCTAHOBJIIEHO HX COOTBETCTBUE
TpeboBanyam [IpaBun Haznexallel NpOU3BOACTBEHHON MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeyanue: IIpoaykT cooTBeTCTBYET TpeboBaHusM HJJ 3axkmrouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosneHo: @_/ [porepe /’) \)\[) Onobpeno: Menemxep / Pykosonuteb
) -— 4 R !D“x_b &

Date / Date / Date / il .

Jara: \8"Dl(()'®% Jata: 10 ~D~9¢0R 68 | Nara: (B—o2 —°






