Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIN3A

|Product.TAllerway film-coated tablets 5 mg

MponyxT: Annepsait TabneTky, MOKPLIThIE TUIEHOYHOM 060JI0UKOM, 5 MT

Market / Poinok

: Russia / Poccus

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

Cepust N FE23011826 Pasmep cepun * 1040300 Tab

Analytical Repourt No./ . 890001722218 Date of Analysis / . 27/02/2024
AHanauTHYeckui oTuer Ne JaTa anannsa

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JaTa npOM3BOACTBA Toaen no

Mfg. License No. /

IIponsBOAcTBeHHas1 : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)
nuueH3na No

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

Analysis performed according ND No / Ananns nposenen no HJ[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page 1 of S/ Crp. 1 m35

Ne Test/ IToka3zaTean

Result / PesyabTaThl

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. / OsBanpHbIE
JIBOSIKOBBINYKJTblE TabNeTKH,
TIOKPHITHIE MJIEHOYHOH

obonoukoit Oenoro 1uBera, ¢
OHOM CTOpOHBI TJajKue, Ha
JpYro# cTopoHe rpaBupoBka «R
5». Ha mnonepeuHom paspese
a1po 6enoro ugera.

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. / OBanbHBIE JBOSIKOBBITTYKIIEIE
TabJIeTKH, TIOKPBITbIE MJIEHOYHOH 000J0YKO#
Genoro WiIuM mouTd Oenoro IBeTa, ¢ OHOM
CTOpOHBI TJAjKMEe, Ha Jpyroi cTOpoHe
rpaBipoBka «R 5». Ha nonepeuHom paspese
SApO OT 6eNoro A0 NouTH 6ENoro 1BeTa.

2 | Identification
Levocetirizine/
Npentudurkanus
JleBouleTHpH3UH

L

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHUSM

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 ynepxxuBaHus
OCHOBHOTO  MNHMKa Ha  XpOMarorpamMme
UCIILITYEMOTO pacTBOpa JOTKHO
COOTBETCTBOBATh BPEMEHH  yJepXKUBAHUS
OCHOBHOTO TIMKa Ha XpOMaTorpaMMe pacTBopa
cTaHzapTHoro  ofpaslia  JIEBOUETHPU3UHA
qurnapoxnopnaa (paszgen «KonuuecrBeHHoe
onpesieieHUe).

Remarks : The Product confirms to ND/
IIpumeuanne: I[IpoayxT coorBetcTayeT TpeGoBannam HJT

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

25"
HOAFOTOBHCHOIW

Checked by /

HpOBepeHo@lh_/r

Approved by: Manager/Executive /
Onobpeno: Menemxep / Pykosoaurenb
3

Date /
JHara:

29,02~ 9024

Date /
Jara:

24 ~e0 -209¢4

Date /
Jara:

ALK AL,
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

TNpoayxT: Annepssii TabneTKH, MOKPHITHIE MIEHOYHOM 0600YKOM, 5 MI

Market / Peinok

: Russia / Poccus

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

Cepusa N s CIHNBZ6 Pazmep cepuu 1040300 a6

Analytical Repourt No./ . 890001722218 Date of Analysis / . 27/02/2024

AHAJNUT RYecKHii oTueT No JlaTa ananu3a

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JlaTa npoOH3BOACTBA T'oneH ao

Mfg. License No. /

IlponsBoacTBEeHHAs : S9/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'™-RU)
nunenAag Np

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

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

Page 2 of 5/ C1p.2 m3 5

3 | Average weight /
Cpennsisi Mmacca

133.90 mg / 133,90 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 /
Pacnagaemocrn

5 min/ 5 MuH

Not more than 15 min / He 6onee 15 mun

5 | Dissolution / PacTBopenne

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) OT HOMUHANBHOTO COAEpPXKaHHS
NEeBOLIETHPU3NHA JUTHUApOXJIopuaa vepes 20

Unit-1/ Tabn.-1 100 %
Unit-2 / Tabn.-2 98 %
Unit-3 / Ta6n.-3 98 %
Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 103 %

MHH.

6 | Related Substances / PoacTBeHHbIE pUMecH

Impurity A /Tlpumecs A

Impurity B / Ilpumecs B

Impurity C/ I1pumecs C

on

Impurity D / Ilpumecs D

Impurity E / Ilpumecs E

Not detected / He oOHapysxeHa

0.01%/0,01%

Below LOQ (LOQ = 0.030 %) /
Huxxe npenena KoJM4ECTBEHHOTO

peaenenus (IIKO = 0,030 %)

Not detected / ve obnapyxeHa

0.03%/0.03%

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 %

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

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

o

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr COOTBETCTBYET ‘TpeboBanuaM HJJ

Conclusion : APPROVED /
3akmrovenne: OJIOBPEHO

Prepared by /

" Checked by /

Approved by: Manager/Executive /

IToarorosaexo: Hposepeno@/\p Onobpeno: Menenxep / PykosoauTtenb
S D
Date / Date / Date / \ DL LN
Zq,.ozf- LA
JaTta: 202{ JHara: 945092 -9n2¢¢ | Hata:




Dr.Reddy’s Q':'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
HponyxT: Anneppsi TaGNETKH, NOKPLITbIE MAEHOYHOH 06004KOH, 5 M

Market /Puinok

: Russia / Poccus

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

Cepusi Nt e Pazmep cepun © 1040300 Tab

Analytical Repourt No. / . 890001722218 Date of Analysis / . 27/02/2024
AHaauTMyecKnii oTuer Ne Jara anaausa

Datg of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JlaTa npOu3BOACTBA T'open no

Mfg. License No. /

IIponseoncTBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT"-RU)
JnueH3Ha Ne

Analysis performed according ND No / Anann3 nposegen no HJ[ Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

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

Page3 of 5/ Ctp.3 w35

Impurity F / [Ipumecs F

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jiobas enunMuyHas
HenaeHTHPUIMPOBaHHAS
npiaMech

Below LOD (LOD = 0.014 %)/
Hwxe npenena obnapyxenus (110 =
0,014 %)

0.09%/0,09%

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

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

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

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

Total impurities /
Cymma npumeceit

0.1 %/0,1%

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

7 | Chiral purity / Xupansvuass |Not detected / He ob6HapyxeHa S-isomer — not more than 1.5% /
HHETOTS S-nzomep — ne 6onee 1,5 %

8 | Loss on drying / IloTeps B 3.2 %/3,2% Not more than 6.0 % / He 6onee 6,0 %
macce MpH BbICYIIHBAHAH

9 | Microbiological purity*/ MukpoOnonoruueckast 4ucToTa*

a) Total Aerobic Microbial
Count / Obmee uncno
a3poOHbIX MUKPOOPraHU3MOB

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 uncno
JIPOXOKEBBIX M TUIECHEBBIX
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 /
OtcyTcTBYeTB I T

Shall be absent in 1 gram /
OrcyTcTBHE B 1 T

Remarks : The Product confirms to ND/
IIpnmeuanue: Ilpoayxr COOTBETCTBYET Tpeboannsam HJI

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by /

7o &/9,4’?" ¥ Checked by /
IoaroroeneHo: 'f/ [Tposepeno: B Vi

-

Approved by: Manager/Executive /
OnobpeHo: Menemxkep / PykoBoauTens

¥

Date /
JlaTa:

2G-02-224

T

29 02~ 202¢

Date /
Jarta:

Date /
Jara:

AS O Ln,




CERTIFICATE OF ANALYSiS

Dr.Reddy’s €3¢

CEPTUDPHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

HMpoayxT: Anieproii TabneTKH. NOKPLITHIE INEHOYHOR obonoukoii, 5 Mr

Market / Prinox : Russia / Poccus

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

Cepus o e Pazmep cepun 1040300 Tab

Analytical Repo“rt No./ . 890001722218 Date of Analysis / . 27/02/2024
AHAJNTHYecKHH oTueT No Jara ananusa

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JlaTa npouzBoacTea Tonen no

Mfg. License No. /

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

Analysis performed according ND No / Anaju3 nposeaen no HJ{ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

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

Page 4 of 5/ Ctp.4m35

10 | Uniformity of dosage units /

OaHOpOIHOCTH NO3UPOBAHHUS

4.9/4,9

Acceptance value (AV) should not be more
than 15.0./ Ilokazatens npuemneMoctd (AV)
JI0JKeH ObITh He Oonee 15,0.

onvcrep

/ anmoMuHHEBOH (onbru.
6aucTepy BMeCTe ¢ HHCTPYKLHEH No
TIPUMEHEHUIO
BKJIa[bILLIEM) B TIa4Ky KapTOHHYIO.

11 | Assay / KonnviectBeHHOE 5.05 mg/ 5,05 mr
oripe/iejieHHe
12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 1 blister with
patient information
carton pack. / Tlo 10 tabnertok B

leaflet in a

3 (ITA/AJITIBX) donbru
Ilo 1

(AMcTKOM-

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr pgo 5,25 Mr NeBOUETHPH3HMHA
JUTHAPOXJIOpHaa B TabneTke.

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 wmn 10 rabnetox B OnucTep u3
(TTA/AJITIBX) donern / anOMHHHEBOM
donbru. Ifo 1, 2 wnu 3 bnucrepa BMmecre ¢
MHCTPYKUMEH N0 NPHUMEHEHUIO (JIHUCTKOM-
BKJIaZIblLiEM) B Na4Ky KapTOHHYIO.

* It is carried out by the manufacturer at release periodically (with an interval of one test for 10 series or at lcast 1 time per year).

The indicator may not be included in the firm's certificate

of analysis.

* J1poBOINTCSA IPOM3BOANTENEM NPH BBITYCKE NEPUOANYECKH (C MHTEPBANOM OJHO McTbITaHue Ha 10 cepuli unu He Menee 1 pasa B ron).
[Noka3zaTens MOXET ObITh HE BIJIOYEH B CepTH)MKAT aHUTH3A ([ilipMbL

API name / HaumenoBanue A®C:

Levocetirizine dihydrochloride / Jleﬁouempnswna JUTHAPOXJIOPH I

INN / MHH:

Levocetirizine / JleBoueTHPU3NH

API manufacturer batch number /
HomMep cepun nponzpoautens ADC:

FP Manufacturer API Batch number /
Howmep cepuu cydcTanuuu
npoussoantens I'JId:

ACQHO002925

FCQA02245

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

Dr. Reddy's Laboratories Ltd., India /
H-p Pennw’c Jlaboparopuc Jlta., Unans

Remarks : The Product confirms to ND/

IIpumeuanue: Ilpoaykr COOTBeTujiyﬁ TpeboBanusm HJ|
*

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by / : p_,f/ Checked by / Approved by: Manager/Executive /
Ioarorosneno: { _~ e Iposepenp:7™ - Vi Onobpeno: Menenxep / PykosoauTtesb
Date / ~(2-2%24 | Date / = | Date / asy e
Hara: 29 Jata: 249 -00 -207¢, | Hara: K
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Dr.Reddy’s ‘_.o.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

HNpoaykT: Annepesit TabneTky, NOKPbITbIE NNEHOYHOH 060104KO#H, 5 M

Market / PriHok

: Russia/ Poccus

Batch No. / . , Batch Quantity / _ 1040300 tab /

Cepnst Ne i Paszmep cepun © 1040300 Tab

Analytical Reponrt No. / . 890001722218 Date of Analysis / . 27/02/2024
AHaJauTHUyecKnii oTueT Ne JlaTa aHann3a

Date of Manufacture / . 01/01/2024 Date of Expiry / . 31/12/2026

JaTa nponsBoacTa Tonen ao

Mfg. License No. /

IIpouzBoacTBeHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI"-RU)
Jnuensus Ne

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

Analysis performed according ND No / Agann3 nposenen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page 50of 5/ Ctp.5u3 5

Name, address, authorization No for

Release site /
HanmenoBanue, agpec u HoMep

FP manufacturing site / Control site /

Survey Ned 1, (Formulations Technical Operations - Unit-11I), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License
No 59/RR/AP/97/F/R)

Yuacrok Ne 41, (ITpouszBoacteenHoe noapasaeneHue-111), bauynannu
Bunnanx, bauynannu Mannan, Meauan Mankamxrupn JIucTpuxr,
Bauynannu (B), bauynannu (M), Menuan-Manxampxrupu (1), wrat

Tenanraua, Unnus (JInuensus No 59/RR/AP/97/F/R )

JINLEH3HH MJIOIANAKH,
OCYILIeCTBJISTIOMI el

NPOM3BOACTBO/KOHTPONb
kadecTBa/Boinyck [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.

3axioueHne 0 COOTBETCTBUU: «HacTosuym s NOATBEPkK A0, YTO NpUBENIEHHAS BbIllle HHGOpPMAaNHs SBISETCS] JOCTOBEPHOM
¥ TOYHOI1. DTa cepMs NpOAYKLUMH NMpon3BeneHa (BKIIFOUas ynakoBKy (MapKHpOBKY) 1 KOHTPOJL Ka4eCTBa) Ha BhlllIeyKa3aHHOM
NpPOU3BOACTBEHHON muyouwlanaxke (MaOLALKax) B [MOJHOM COOTBETCTBUM ¢ TpebGoBanMsMn IlpaBun Haanexaweit
npousBoacTBeHHOM mnpakTHku (NeGMP-01887/21/IN ot 28 anpens 2021) un T1peGoBaHMsSMH KOHTpOJS KauecTBa
NIeKapCTBEHHBIX CPEJICTB, & TaKKe B COOTBETCTBUM CO crenudUKauuiIMM, COAEPHAUIMMUCS B PErHCTPAUMOHHOM J0ChE
CTpaHbl-UMNOpTEpa. 3allncy NO NPOW3BOACTBY, YNAKOBKE W aHanW3y IPOBEPEHB!, W YCTAHOBIEHO MX COOTBETCTBHE
Tpebopanusam [1paBun Haanexanmeit npou3BoACTBEHHON NPAKTHKH.

Conclusion : APPROVED /
3axmwouenune: OOBPEHO

Remarks : The Product confirms to ND/
ITpumeuanne: Ilponykt coorsetcreyer TpeGosanmsm HJI

P
Prepared by / /&V 3 Checked by / Approved by: Manager/Executive /
TloarotorneHo: g /7[/ HposepeHO@'__{; Onobpeno: Menemxep / PyxoBoauTtens
Date / e Date / Date / aG LTy
Nara: MO 6 Hata: 29-09-%0% | Hara:




