Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUO®UMKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Ipoaykr: Annepaii TabneTkn, NOKPHITHIE M1eHOUHOM 060M0UKOH, 5 Mr

Market / PbiHok

: Russia/ Poccus

Batch No. / Batch Quantity / 1040300 tab /
. 2 7 .
Cepus Ne %/ €2405266 Pasmep cepun "~ 1040300 Tab |
Analytical Repovrt No./ . 890001734970 Date of Analysis / . 30/04/2024
AHaanTRYECKHIT 0THeT No Jarta anann3za - B
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
JaTa npousBoacTea I'oaen no
Mfg. License No. /
IlpousBoacTBeHHAast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

annensns Ne

Analysis performed according ND No / Anaan3 nposegen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page1 of 5/Crp.1mu35

Ne

Test / Ilokazarennb

Result / PezyabTaThl

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. / OBanbHbIe
IBOSIKOBBITIYKJIbIE TabIeTKy,
NOKpbITbIe TJIEHOYHOH 0005104KO0H
6enoro uBeTta, C OAHOW CTOPOHBI
rajikie, Ha Jpyrod CTOpOHe
rpaBupoBka «R 5». Ha nonepeunom
paszpese 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. / OBajbHbIE 1BOSIKOBBLIMYKJIblE
TabJeTK, MOKpPLIThIE TUIEHOYHOR 000J104KOH
Geroro WIM TOUTH O€NOro 1BeTa, ¢ OJHOM
CTOpPOHBl TJIajIkWe, Ha JIpyroil CcTopoHe
rpaBupoBka «R 5». Ha nonepeuyHom pazpese
siapo ot 6enoro fo nouTy H6esoro LBeTa.

2 | Identification
Levocetirizine/
HUnpentudpnkanns
JleBoneTupuznn

Complies as prescribed /
CooTBeTCcTBYeT TpebOBaHUAM

3 | Average weight /
Cpennss Macca

133.36 mg/ 133,36 Mr

133.25 mg + 4% (between 127.92 and 138.58 |

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 ynepikuBaHus

OCHOBHOTO IHKa Ha XpomarorpamMme
HUCNBITYEMOI'O pacTBopa AOJDKHO
COOTBETCTBOBATH BpPEMEHH YAEPXKHUBAHHU A

OCHOBHOTO IIMKa Ha XpOMaTorpaMme pacTBopa
cTaHAapTHOro  obOpasla  NEBOLETHPH3HHA
nuruapoxnopupa (paszen «KomnuecTBeHHOE
onpeneneHney).

mg) /
133,25 Mmr+4 % (o1 127,92 no 138,58 mr)

4 | Disintegration /
Pacnapaemoctnb

3 min/ 3 MuH

Not more than 15 min / He 6onee 15 mun j

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykt cooTBeTcTBYET TpedoBaHusaM HJJ

Conclusion : APPROVED /
3aknouenue: OJJOBPEHO

Prepared by /

Checked by /

Lo

Approved by: Manager/Executive /

[ToprotorneHo: Iposepeno: Onobpeno: Menemxep / PykoBoanTtens
Date / -;0 Oly 03 Date / o Date / 0. OM O
Jara: i Hara: 5 oY PW Jara:




- Dr.Reddy’s Q‘:'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

'Product : Allerway film-coated tablets 5 mg

TNpoayxr: Annepesii TabaerkH, NOKPLITblE MIEHOUHOH 000NOUKOH, 5 MI'

Market / Poinok

: Russia / Poccus

Batch No. / ) Batch Quantity / 1040300 tab /

|Cepusa Ne SE2H05I6 Pa3mep cepuu © 1040300 Tab

Analytical Repourt No./ . 890001734970 Date of Analysis / . 30/04/2024
AHAaNNTHYECKHI oTyeT No Jarta ananunsa

Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027

JaTa npou3BOACTBA T'oaen po

Mfg. License No. /

IIpouzBoACTBEHHAS : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PT-RU)
JuneH3nst Ne

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

Analysis performed according ND No / Anaans nposeaen no HJI{ Ne: JIII-Ne(001333)-(PT'-RU) dt. 15.11.23 /
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5 | Dissolution / PactBopenue

NLT 80% (Q) of label claim of levocetirizine

dihydrochloride after 20 min. / He menee 80
% (Q) OT HOMHHaINbHOIO COIEpXKaHHA

JEBOUETHPHU3NHA AUTHUAPOXTIOpNAA 4EPE3 20

MHWH.

Unit-1/ Tabn.-1 100 %
Unit-2 / Taba.-2 98 %
Unit-3 / Tabn.-3 98 %
Unit-4 / Tabn.-4 99 %
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 99 %

6 | Related Substances / PogcTBeHHBI

e IpumMecH

Impurity A /Ilpumecs A

Impurity B / Ilpumecs B

Impurity C / ITpumecs C

Impurity D / Ilpumecs D

Impurity E / Ilpumecs E

Impurity F / I[Ipumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

0.03%/0,03%

0.04%/0,04%

Below LOD (LOD =0.014 %)/
Husxe npenena obnapyxenns (I10 =
0,014 %)

0.07%/0,07%

Not detected / He oOHapyxeHa

Not detected / ne obHapyxena

Below LOQ (LOQ = 0.004 %) /
Husxe npenena KonMUeCTBEHHOTO
onpenenenus ([IKO = 0,004 %)

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

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

Not more than 0.4 % / He Gonee 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 0.30 % / He 6onee 0.30 %

Remarks : The Product confirms to ND/
Ipumeuanue: I1poaykt cooTBeTcTBYET TpeboBaHksim HJI

Conclusion : APPROVED /
3akaouenue: OJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

IMonroTornexo: @ IpoBepeHo: A@ OnobpeHo: MeHeﬂjZ@f PykoBoauTeNnb
N

Date / o s S Date / ?C Date / 20 o
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg

IlIpoayxT: Annepsaii TabNeTkH, NOKPLITHIE NNIEHOUYHOH 000N0YKOH, 5 Mr

Market / Poinok

: Russia / Poccus

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

Cepus Ne + £2405266 Pasmep cepun 1040300 Tab

Analytical Repovrt No. / . 890001734970 Date of Analysis / . 30/04/2024
AHaanTnuyeckHuii oTuer Ne B JlaTa ananu3sa B

Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027

JlaTa npou3BoacTBa T'onen no

Mfg. License No. /

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

JII-Ne(001333)-(PI'-RU) oT 15.11.23

Analysis performed according ND No / Ananus nposeaen no HJ Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
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Any individual unidentified
impurity / Jiobasg eauHuuHas
HeUIeHTU(PUIIHPOBaHHAS
TIPHMECh

Betow BDL (BDL=0.05 %) / Huxe
nopora peructpauun (JIP =0,05%)

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

Total impurities /
CymMma npumecen

0.1 %/0,1%

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

7 | Chiral purity / Xupanbnas
YHCTOTA

Not detected / He obHapyxeHa

S-isomer — not more than 1.5% /

S-n3omep — He Gonee 1,5 %

8 | Loss on drying / IloTeps B
Macce npH BLICYIINBAHHH

2.6 %/2,6 %

Not more than 6.0 % / He 6o1ee 6,0 %

9 | Microbiological purity*/ MukpoGHonornueckas 4ucrora®

a) Total Aerobic Microbial
Count / Obuiee uncio
a3pOOHBIX MHKPOOPraHU3MOB

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 / Ob1iee yncio
IPOMOKEBBIX U MJIECHEBBIX
rpuboB

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

Not more than 10° CFU/g /
He 6onee 10° KOE/r

¢c) Escherichia Coli

Absent in ] gram/
OrtcytcTBYyeT B 1 1

Shall be absent in 1 gram /
OrcyTcTBHE B I T

10

Uniformity of dosage units /
OaHOpOAHOCTH A03HPOBAHMSA

2.2/2,2

Acceptance value (AV) should not be more
than 15.0./ Ilokazarens npuemaemoctn (AV)
| J0JpKeH ObITb He Bonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [IponykT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3aknawouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonrorosneno: [IpoBepeno: lgg\) OpobpeHo: Menemxep / PykoBoauTens
o
Date / - Date / Date / 24
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMpoaykT: Ansiepsaii TaGNETKH, MOKPLITHIC TNIEHOUHOH 000I0YKOI, 5 MT

Market / Pbinox

: Russia/ Pocchg

Batch No. / Batch Quantity / 1040300 tab /
. 5) i
Cepusi Ne Sl Pa3mep cepun * 1040300 Tab
Analytical Repovrt No./ . 890001734970 Date of Analysis / . 30/04/2024
ARaJnTHdecKknii oruer No JlaTa ananu3za
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
JaTta nponssoacrea Togen no
Mfg. License No. /
HpousBoacreennas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
auueHsus Ne

JITE-Ne(001333)-(PT'-RU) ot 15.11.23

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

Page40f5/Ctp. 4 m3 5

11 | Assay / KoauvecTBeHHOe
omnpeneieHne

4.94mg / 4,94 mr

| Between 4.75 mg and 525 mg of
| levocetirizine dihydrochloride per tablet. /
Or 4,75 mMr po 5,25 Mr neBoHeTUpU3nHA
JUrMAPOXTIOpUia B TabNeTKe.

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabnetok B
omicrep nz (INA/AJI/TIBX) donbru
/ amomuHueBol donbru. Ilo 3
6yiucTepa BMECTe ¢ MHCTPYKLUHEH no
MPUMEHEHHUIO (McTkoM-
BKJIaAblLLEM) B NAYKY 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 unn 10 Ttabnerok B 6Gnuctep u3
(TTA/AJUTIBX) ¢onsrn  /  anoMHHHEBOMH
¢doneru. Ilo 1, 2 unu 3 Gnuctepa BMecTe ¢
MHCTPYKUUEH 1O TPUMEHEHUIO (JIUCTKOM-
BKJIQ/IBIIIIEM) B MIAYKy KAPTOHHYIO.

|

* It 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.
* TIpoBOIMTCA MPOM3BOJANTENEM NPH BIMYCKE MEPHOAHUYCCKH (C HHTEPBATION OAHO Wcnbiranne Ha 10 cepuil niu He Menee 1 pasa B ron).
IokazaTens MokeT ObITE HC BKIIOYEI B CCPTHMKAT aHAIM3A (PHPMBbI

API name / HaumenoBanune ADPC:

Levocetirizine dihydrochloride / JlesoueTnpusuna AWTHAPOXIIOPUL

| nponssoauTens I'JId:

INN/MHH: Levocetirizine / JleBoLeTHPU3MH
API manufacturer batch number /

Homep cepuu npoussoaurens AP@C: ACOLI09SNSD

FP Manufacturer API Batch number /

Homep cepun cydeTanunn FCQA02965

API Manufactured by & country/
Hpouspogurens A®C, cTpana:

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

Release site /

JIMUEH3HH NIJIOWAJKH,

Name, address, authorization No for
FP manufacturing site / Control site /

HaHMeHOBﬂHHe, aaApec U Homep

Survey Ned1, (Formulations Technical Operations - Unit-111), Bachupally a
Village, Bachupally Mandal,
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

Medchal Malkajgiri District, Bachupally (V),

No 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/
IIpumeuanue: Iponykr coorBeTcTBYET TpeboBauuam HJJ

Conclusion : APPROVED /
3axsouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Toarorosneto: @ ITposepeHo: l Onobpeno: Menemkep / Pykosonutens
“{\
IS
Date / Date / Date / ~o
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: Dr. Reddy,s ‘.... CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
IlpoayxTt: Annepesit TaONETKH, NMOKPBIThIC MIEHOYHONW 0000UKOH, 5 MT
Market / Poinok : Russia / Poccns
Batch No. / Batch Quantity / 1040300 tab /

. 2 :
Cepus Ne 3 €2405266 Pasmep cepun 1040300 Tab
Analytical Repourt No. / . 890001734970 Date of Analysis / . 30/04/2024
| AHAJIHTH1ECKH A oTHeT Ne JlaTa aHain3za -
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
JaTta npousBoacTBa T'onen po
Mf{g. License No. /
Il1ponsBoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)
anneH3ns No
Analysis performed according ND No / Ananus nposegen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) or 15.11.23
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| ocymecTasiowmed Yuaactok Ne 41, (TlpounsBoacteenHoe noapasaenenue-111), bauynammm
I PON3BOACTBO/KOHTPOJIbL Bunnanx, bauynannu Manpan, Menuan Mankamxrupu JUCTpUKT,
kayecTBa/Bbhinyck I'JI® / Bauyynannu (B), bauynamim (M), Menuan-Mankamxrupu (1), wrart

Tenanrana, Unaus (JIuuensust Ne 59/RR/AP/97/F/R)

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.

3aknioyeHue o cOOTBETCTBUH: «HacTosInM s IOATBEPXK A0, YTO IpUBEJEeHHAs Bhlllle HH(OpMAaLUs ABNAETCA NOCTOBEPHOM
M TOYHON. DTa cepys NpOAYKLUHMHN NTpoU3BelieHa (BKIIIOUasl YakoBKY {(MapKHPOBKY) W KOHTPOJb Ka4eCTBa) Ha BbIllleyka3aHHOM
TIPON3BOJICTBEHHON  nuomiaake (miolnanakax) B TMOJHOM COOTBETCTBUM ¢ TpeGomBaHusmu IlpaBun  Hazpnexatnei
npousBoacTBeHHoi npaktuky (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeOOBaHMSIMM KOHTPOJIsS KadecTBa
NEKapCTBEHHbIX CPEJCTB, & TaKXKe B COOTBETCTBUM CO CHEUH(UKALUIMH, COAEPXKAIIMMHUCS B PErMCTPalMOHHOM JIOChE
CTpaHbl-UMINIOPTEpa. 3anucH NO MPOW3BOJCTBY, YNAakOBKE M aHaNU3y INIPOBEPEHbl, M YCTAHOBJEHO MX COOTBETCTBHE
Tpeboanysam [1paBun Hansexalleil Npon3BOCTBEHHON NPaKTHKH.

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

Ipumeuanne: [1poaykT cooTBeTcTBYET TpeboBaHusam HJJ 3akniouenne: OJOBPEHO

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

p pp

[ToaroToBnexo: [1poeepeHo: /@ Onobpeno: Menemxep / PykoBoautens
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Date / Date / Date /
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