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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

[Product : Allerway film-coated tablets 5 mg
Mpoayxr: Annepsaii TabIeTKH, TOKPHITHIE MNIEHOYHOH 060J104KOH, 5 MT
Market / PoiHOK : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepusn Ne 1 €2505887 Pazmep cepun * 1040300 Tab
Analytical Repovrt No./ . 890001811314 Date of Analysis / . 20/05/2025
AHaautuuecknii otyetr Ne JlaTa aHann3a
Date of Manufacture / . 03/04/2025 Date of Expiry / . 31/03/2028
JlaTa npousBoJcTBa Togen a0 -
Mfg, License No./
IponsBoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
auneH3ua Ne l
Analysis performed according ND No / Ananns nposeaen no HJI Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) or 15.11.23

Page10of6/Crp.1 36

Ne Test / Ilokazarensn

Result / Pe3ynbTaTsl

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
JIBOSIKOBBITNYKJIbIE TabneTky,
MOKPBITBIE TJIEHOYHOH 060104YKOMH
fenoro npera, ¢ OXHOH CTOpPOHBI
rnajkue, Ha JApPYrod  CTOpOHe
rpaBrpoBka «R 5». Ha nonepeunom
paspese 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 ABOSKOBBIITYKIIBIE

TabJIeTKH, MOKPBIThIE MIEHOYHON 060MouKol

fenoro wid moutd Oenoro 1BeTa, ¢ OMHOMH

CTOPOHBI TJafKue, Ha JApPYroii cropone

rpaBupoBka «R 5». Ha nomnepeuHom paspese

sApo oT 6e0ro 10 no4TH 6eyoro 1uBeTa.

Identification
Levocetirizine/
HpenTudunkanus
JleBoueTHpu3nH

Complies as prescribed /
CooTteeTcTBYET TpeOOBaHUIM

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 yaepxuBaHus
OCHOBHOrO MHKa Ha  XpomarorpaMmme
HCITBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATL BPEMEHH  yIEpXUBaHHS
OCHOBHOTO MHKa Ha XpOMaTorpaMMe pacTBopa
cTagmaptHoro obpa3na JIeBOLETHPU3MHA
murugpoxyopuna (pasgen «KomuuecTBEHHOE
OTIpEACTICHUEN).

Remarks : The Product confirms to ND/
Hpumeuanune: [Ipoaykr coorBeTcTBYeT TpeboBaHusM HJJ

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

R
T

Prepared by / Checked by , =Y | Approved by: Managerﬂ?x&niv@ /
[ToAroTOBNEHO: (_-',.:' [MpoBepeHo: %—f"” Onodpeno: Menemkep / PykoBonnrelis
Date / Date / D 4,‘9\@* g-<=5| Date / * - -
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Dr.Reddy’s Q:.'

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIHU3A

Product : Allerway film-coated tablets 5 mg
ITpoaykT: Annepraii TabIETKH, TIOKPBITHIE MIIEHOUHON 0607104KOH, 5 MI

Market / PoiHok : Russia / Poccust

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

Cepust Ne Jes 00 Pasmep cepun * 1040300 Tab

Analytical Repo“rt No./ . 890001811314 Date of Analysis / . 20/05/2025

AHanuTHYeCKHii oTyeT Ne JaTa anaan3a

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

JaTa npoussoacTsa _|Copen xo - -
Mfg. License No. /

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

Juuen3sus Ne

Analysis performed according ND No / Anaqn3 nposegen mo HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page2 of 6/ C1p.2 36

3 | Average weight / ' 133.70 mg/ 133,70 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpennsia macca mg) /
133,25 mr+4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / 5 min/ 5 MuH Not more than 15 min / He 6onee 15 mun
Pacnapaemoctnb
5 | Dissolution / PacTBopenue Unit-1/ Tabi.-1 99 % | NLT 80% (Q) of label claim of levocetirizine
Unit2 / Taon.2 909, 0d1hydrochlor1de after 20 min. / He menee 80
% (Q) OT HOMHHAJBHOTO COAEPKAHHMS
Unit-3 / Tabn.-3 95 % JIEBOIETHPU3HHA AUruApoxiopuaa udepes 20
Unit-4 / Ta611.-4 8% |
Unit-5 / Tabn.-5 91 %
Unit-6 / Tabn.-6 99 %
6 | Related Substances / PoacTBeHHbIe IpUMecH R -

Impurity A / IIpumecs A

Impurity B / Tlpumecs B 0.01%/0,01%

Impurity C / Ilpumecs C

Not detected / He oOHapyxeHa

Not detected / He o6HapyxeHa

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

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

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

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykr cooTBeTcTBYET TpeboBanuaM HJI

A}

Conclusion : APPROVED /
3akmoyenue: OJOBPEHO
,""1

-,
Prepared by / , Checked by / — c;.;-‘-}’“” »Approved by: Ma nager@x_e_t_:_l.l_ldi_\:gj
IToarorosneHo: @_ ITpoeepeHo = ) Onobpeno: Menemkep / PykoBoanTens
2 -
Date / Date / — Date / * ~
Jara: M o5 lors Jara: ’Q/; S 2025 Hara: WroX ~ 00k
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

lFroduct : Allerway film-coated tablets 5 mg

Mpoayxt: Annepraii TaGNeTKH, TOKPLITHIE TIEHOYHOH 000J10UKOH, 5 Mr

Market / PeiHOK : Russia / Poccus

Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne s Sl Paszmep cepuu * 1040300 Tab
Analytical Repoﬁrt No./ . 890001811314 Date of Analysis / . 20/05/2025
AHanuTnyeckHii oTyeT Ne Jara ananansa

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

JlaTta npou3BoacTBa T'ogen go

Mfg. License No. /

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

Analysis performed according ND No / Ananaus nposeaen no HJ Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIM-Ne(001333)-(PT'-RU) ot 15.11.23

Page3of 6/ Cirp.3 u3 6

Impurity D / TIpumecs D

Impurity E / [Tpumecs E

Impurity F / [Ipumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlrobast exuHUYHAA
HEUJCHTHGHUIIHPOBAHHAS
pUMech

Total impurities /
CymMmma npumeceit

0.01%/0,01%

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

Below LOQ (LOQ =0.023 %) /
Hike mnpenena KOJHYECTBEHHOIO
ompenenenus (ITKO = 0,023 %)

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

Below LOQ (LOQ =0.047 %) /
Huxe npenena KoMMYECTBEHHOrO
onpenenenns (ITIKO = 0,047 %)

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

0.06% / 0,06%

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

Below BDL (BDL~ 0.05 %) / Huxe
nopora peructpauus (I[1P =0,05 %)

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

0.1 %/0,1 %

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

7 | Chiral purity / XupajgbHas
YHCTOTA

Not detected / He oOHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT cooTBeTcTBYeT TpeboBanuam HJI

2P

Conclusion : APPROVED /
3akmouenue: OJIOBPEHO

Prepared by / Checked by, = " Approved by: Manager/Executive)/
[MoaroTosneHo: & [Tposepe = Opnobpeto: l’félemnxep / PykoBonutens
Date / Date / Date / K3
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Dr.Reddy’s Q;’

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Ipoaykr: Asepsait TableTKH, MOKPBITHIE NIEHOYHOM 060JIOYKOH, 5 MT

Market / Puinok : Russia/ Poccust

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

Cepus Ne # €2505337 Pa3zmep cepuu * 1040300 Tab

Analytical Repovrt No./ . 890001811314 Date of Analysis / . 20/05/2025
AHanuTHYeCKHI oTueT Ne JaTa ananansa

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

Jarta npoussoacraa I'open xo

Mfg. License No. /

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

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

Analysis performed according ND No / Ananu3s npoeened no HJ Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Paged4of 6/ Crp.4u36

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

8 | Loss on drying / IToTeps B 2.1%/2,1%
Macce NMpH BhICYIIHBAHAH
9 | Microbiological purity*/ Mukpo6uojioruueckas 9ucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /
Count / Ob1iee gucno Menee 10 KOE/r He 6onee 10° KOE/r
a3poOHBIX MUKPOOPTraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10° CFU/g /
moulds count / Ob1ee yrcno Menee 10 KOE/r He 6onee 10? KOE/r
JIPOXKKEBBIX U MIECHEBBIX
rpubos
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrcTBYeT B 1T OtcyrcTBue B 1 r
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaHopoaHOCTH than 15.0./ TTokazarens npuemneMmoctu (AV)
3.2/3,2
J03HPOBAHUSA JoIbkeH ObITh He Oonee 15,0.
11 | Assay / KonuuecTBeHHOE Between 4.75 mg and 525 mg of
omnpeaeseHne 4.96 mg / 4,96 mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr go 5,25 Mr JeBOlETUPU3HMHA
JUTHJPOXJIOpUAA B TabJeTKe.

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykTt cooTBeTCTBYET Tpeborauusm HJJ

\

=

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO

> =
Prepared by / Checked by / L Approved by: Manager/d;M\;&/
[loarorosnexo: & [poBepeHgc; = Onobpeno: Menemxep / PykoBonuteb
Q-2
Date / Date / = ~ | Date/ B
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Dr.Reddy’s Q;'

CERTIFICATE OF ANALYSIS

CEPTHOPUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Ilponyxr: Anepsaii TabIETKH, MOKPBITEIE TUIEHOUHOM 060IOUKOi, 5 MT

Market / Poinox : Russia / Poccus

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

Cepna Ne Sl Pasmep cepun " 1040300 Tab

Analytical Repo;t No./ . 890001811314 Date of Analysis / . 20/05/2025
AnasuTudecKkuii oTuer No HaTa anannsa

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

JaTa npou3soacTsa Cogen oo

Mfg. License No. /

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

Analysis performed according ND No / Anann3 nposeaen no HJI Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

PageSof6/Ctp.5u36

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 tabnerox B
onucrep u3 (IIA/AJITIBX) ¢onern
/ amomunueBoit ¢oapru. Ilo 3
6mcTepa BMECTE C HHCTPYKIHeEit Mo
MPHUMEHEHHIO
BKJIaABIIIEM) B [TA4YKy KaPTOHHYIO.

(ucTROM-

BKHa,ZIBIIHeM) B NMAaYKy KapTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [IpoBOAUTCS TIPOM3BOMTENEM TIPH BELITYCKE MEPHOAMNYECKH (C HHTEPBAIOM ONHO UCTIbITaHWe Ha 10 cepuit i He MeHee 1 pasa B ron).

[Moka3atens MOxeT ObITH HE BKIIOYEH B cepTH(HKAT aHan3a GupMbl

* [t 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 / HaumenoBanne APC:

Levocetirizine dihydrochloride / JleBoueTUpHU3HHA AUTHAPOXIOPHU]

Homep cepun cyGcTanuu
npousBoautesi I'JIdD:

INN / MHH: Levocetirizine / JleBouetupusux
API manufacturer batch number / ACSH000129

Homep cepun npoussogurtenss AOC:

FP Manufacturer API Batch number / FCSA00118

API Manufactured by & country /
Ipounseogurenr A®C, crpana:

Dr. Reddy's
H-p Penn’

Laboratories Ltd., India /
¢ Jlaboparopuc JIta., Uuaus

Remarks : The Product confirms to ND/
Ipumeuanue: [TpoxykT cooTBeTCTBYET TpeboBanusM HJL

Conclusion : APPROVED /
3axmwouenne: QJOBPEHO

Prepared by / Checked by _O,,C:ff: i Approved by: Manager(Executive )
[ToAroTOBJIEHO: [posepepo: = Onobpeno: Menemxep / PykoBoiTens
Date / c Date / Date / o

£ o< 2452025 D UrCr 2o
Jlara: 2 o Iara: Jara: 2 ]

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

/ Tlo 7 nnu 10 rtabnetrox B GnucTep U3
(ITA/AJITIBX) donbru / amoOMHHHEBOH
donsru. Ilo 1, 2 unu 3 Onucrepa BMecTe ¢
HHCTPYKIMEN MO0 NPUMEHEHHIO (JIUCTKOM-
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Dr.Reddy’s €3¢
CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIM3A

’ﬁ‘oduct : Allerway film-coated tablets 5 mg
Opoaykr: Annepsaii TabyIeTKH, IOKPHITHIE TUNIEHOYHOM 000JIOUKOH, 5 M

Market / PoiHok : Russia / Poccust

Batch No. / . C2505337 Batch Quantity / . 1040300 tab /

Cepusn Ne Pa3zmep cepuu 1040300 tab

Analytical Repo“rt No./ . 890001811314 Date of Analysis / . 20/05/2025

AHajgnTuueckHii order Ne Jara ananuza

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

Jara npoussoacTsa Togen o i
Mfg. License No. / :
[MpoussoacTBeHHAast : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PI"-RU)

auueH3nus Ne

Analysis performed according ND No / Ananns nposeaen mo HJ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIM-Ne(001333)-(PI-RU) ot 15.11.23

Page 6 of 6/ C1p. 6 M3 6

Name. address. authorization No for Survey Ne41, (Formulations Technical Operations.— 'U.nitTIII'),
FP mz;nu fac tu;ing site / Control site / Bachupally Village, Bachupally Mandal, Medch'al' Malk'aj giri District,
Release site / Bachupally (V), Bachupa}ly (M), Medchal-Malkajgiri (Distr.), Telangana
TG AEe [ HOME State, India (License No 59/RR/AP/97/F/R)

i P VYuactok Ne 41, (ITpousBoacteennoe noapasnaenenue-11I), bauynanmm
R IIJIOIIIﬁE[ K, Bunnamk, bauynannu Mangan, Meauan Mankaokrupu JIMCTpPUKT,
OGIRECRATHIOMIEH bauynanmm (B), bauynannu (M), Menuan-Mankamxrups (1), urrar
L Tenanrana, Maaus (JIuuensus Ne 59/RR/AP/97/F/R)
kauecTBa/Boinyck I'JI® /

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.

3akjio4yeHre 0 COOTBETCTBUHU: «HaCTOSINUM s MOATBEPIKAAL0, YTO NPUBEAEHHAS BHILIE HHPOPMALMS SBIIETCS JOCTOBEPHOH
¥ TOUHOM. DTa cepust NPOAYKIUH MPoH3BeaeHa (BKIToUas yakoBKy (MapKHPOBKY) H KOHTPOIb Ka4eCTBA) Ha BBIILIEYKA3aHHON
NPOM3BOACTBEHHOM TmJiomagke (MJIOmaAKax) B TMOJHOM COOTBETCTBUM ¢ TpeboBanusamHu IlpaBun Hagnexaiueit
npousBoAcTBeHHON mnpakTikn (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeOoBaHMAMH KOHTDOJI Ka4ecTBa
NeKapCTBEHHBIX CPEICTB, & TAKXE B COOTBETCTBHU CO CHCLM(PUKAUUSMH, COAEPXKAIIUMUCA B PETMCTPALHOHHOM IOCHE
CTpaHbI-UMIIOpTEpa. 3aluCH IO TNPOU3BOJCTBY, YIAKOBKE M aHaIW3y NPOBEPEHBI, M YCTAHOBJIIEHO HX COOTBETCTBHE
TpeboBanusM [IpaBun Hagnexaiel NpoU3BOJCTBEHHOH MPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Ipoaykt coorercTByeT TpebopanusM H/| 3aknouenue: OJOBPEHO

LW

Prepared by / Checked by . ns ,&Gpj Approved by: M:ilnagerz@xecuti\-'g}“
IToarorosnexo: Cb/ Hponepenc%f;// > Omnobpeno: I\éleHeszep/ PyroBoanTens

P27
Date / A -0 § 1oL Date / %thongDate/ Doy Loty
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