'Dr.Reddy’s €%

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
ilpoaykT: Annepsaii TaONETKH, NOKPBITLIE NJEHOYHOH OOONOUKOH, 5 Mr

Jmuen3ns Ne

Market / Poinok : Russia/ Poccus
Batch No. / B o Batch Quantity / 1040300 tab /
ey i
Cepus Ne 21 €2404809 Pa3mep cepun " 1040300 Tab
Analytical Repovrt No. / . 890001734956 Date of Analysis / . 30/04/2024
| AHaauTHYecKuli oTyeT Ne JaTta aHanu3a - |
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027
JaTa npounssBoacTsa T'onen no
Mfg. License No. /
TIponzsoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

Analysis performed according ND No / Anann3s nposegen no HJI Ne: JIII-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-No(001333)-(PI-RU) ot 15.11.23

Page 1l of 5/Crp.1 w35

Ne

Test / IlokazaTeb

Result / Pe3yabTathl

Specification / Hopma

1 | Appearance / Onncanue

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. / OBajnbHbIe
JIBOSIKOBBINYKJIbIE TabNETKH,
NOKpbITblE TINEHOUHOH 000704KOH
6enoro 1BeTa, ¢ OJIHON CTOPOHBI
rnajkve, Ha Jpyroil crTopone
rpaBupoBka «R 5». Ha nonepeuHom
pazpese 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. / OBajbHble JBOSIKOBBINYKIIbIE
TabJeTky, TIOKPBIThIE TNIEHOYHOH 06onoukoi
6emoro MnM moutH Oenoro LBeTa, C OAHOM
CTOpOHBl TNajkue, Ha JApYrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom paszpese
sApo OT 6€eN0To 10 NOUTH 6ENoro UBeTa.

2 | Identification
Levocetirizine/
Unentndpuxanus
JleBoueTHPH3UH

Complies as prescribed /
CooteTcTBYET TpeOOBaHUAM

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 ynepxusanHus
OCHOBHOTO  TNHKa Ha  Xpomarorpamme
HCIBITYEMOTO pacTBOpa JIOJDKHO
COOTBETCTBOBAaTh  BpEeMEHH  YAep>KUBaHUs
OCHOBHOTO MHKa Ha XpOMaTorpamMme pacTBopa
cTaHjapTHoro  obpasua  JieBONETHpPH3NHA
auruapoxiopuaa (pasaen «KonuyecTBeHHOe
onpeneneHuen).

3 | Average weight /
Cpeansas macca

133.11 mg/ 133,11 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 /
PacnagaemocTn

3 min/ 3 MuH

Not more than 15 min / He 6onee 15 muH

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT cooTBeTcTBYET TpedoBaHusam HJI

Conclusion : APPROVED /
3akmwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoarortosneto: @/ TlpoBepeno: é@ OnobpeHo: Menenxkep / PykoBoautens
— : —
Date / Date / Date / - n
L0 ~ - 0.0y.2° Y
Jara: 2oy 40/74/ Jara: a0 "0 ~LOLY Jara: * “




' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
NMpoaykr: Annepsait TabNETKH, MOKPLITLIE MIEHOYHOH 00605104KOMH, 5 MI

Market / PoiHok

: Russia / Poccus

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

Cepus Ne FE2804809 Pa3zmep cepuu © 1040300 Tab

Analytical Repourt No. / . 890001734956 Date of Analysis / . 30/04/2024
AHANNTHYECKNH oTUeT No JaTa ananusa

Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

JaTa npounssoacTBa T'onen no

Mfg. License No. /

NpousBoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jnuensus No

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

Analysis performed according ND No / Anaan3s nposeaen no HJ Ne: JIIT-Ne(001333)-(PY-RU) dt. 15.11.23 /

Page2 of 5/ Ctp.2 35

5 | Dissolution / PacTBOpenne Unit-1/Ta6n.-1 97 % NLT 80% (Q) of label claim of levocetirizine
Unii2 / Tabn2 101 % 0dlhydrochlorlde after 20 min. / He menee 80
__ " | % (Q) oT HOMHHANBRHOIO  CONEpXaHHs
Unit-3 / Ta6n.-3 99 % JIeBOlLIeTHPU3HHA AMruapoxjopruaa yepes 20
|
Unit-4 / Ta61.-4 98 % | MM
Unit-5/ Ta6bn.-5 101 % |
Unit-6 / Ta61.-6 102 % ;
6 | Related Substances / PoacTBenHble npuMecH

Impurity A /Ilpumecs A

Impurity B/ Ilpumecs B

Impurity C/ Ilpumecs C

Impurity D / I[Ipumecs D

Impurity E / [lpumecs E

'ﬁpurity F /Tlpumecs F

Impurity RCT-3 / Tlpumecsb
RCT-3

Not detected / He o6HapykeHa

0.01%/0,01%

Below LOQ (LOQ = 0.030 %) /
Huxe npeiena KonUyecTBEHHOTO
onpenenenus (ITKO = 0,030 %)

Betow LOQ (LOQ = 0.004 %) /
Huxe npenena komMuecTBEHHOTO
onpenenenus (IKO = 0,004 %)

0.04%/0,04%

Below LOD (LOD = 0.014 %) /
Huxe npenena obnapyaenus (I1O =
0,014 %)

0.08%/0,08%

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 %

"Not more than 0.4 % / He Gonee 0.4 %

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykr coorBercTBYeT TpeboBaHusam HJ

Conclusion : APPROVED /
3akmwouenue: OJOBPEHO

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

TloaroroBneHo: IIpoBepeHo: Z,Cﬁ_ Opnobpeno: Meneuxep / PykosoguTens
] J —

Date / _— Date / Date / 2 0. 0Y. VY

Hara: 207 <307 4| Hara: 300YlLotin Hara:

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




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIN3A

Market / Pbinox

Product : Allerway film-coated tablets 5 mg
TlpoaykTt: Annepsaii TabneTkH, OKPHITbIE MAEHOUHON 000104KOH, 5 MI

: Russia/ Poccus

Batch No. /
Cepns Ne

: C2404809

Batch Quantity /
Pazmep cepun

1040300 tab /

" 1040300 126

Analytical Report No. /
ApaJauTHUYecKHIl oTueT Ne

: 890001734956

Date of Analysis /
_|AaTa ananuza

: 30/04/2024

Date of Manufacture /

Date of Expiry /

auuensnsa Ne

: 18/03/2024 : 28/02/2027
JaTa npou3BoacTBa T'onmen no
Mfg. License No. /
IIponszsoacTeenHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

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

Page3 of 5/Crp.3 35

Any individual unidentified |Below BDL (BDL= 0.05 %)/ Huxe | Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlobas ennHuuHas |nopora perucrpauun (ITP =0,05%)
HenJeHTHhUUHpOBaHHAS
pUMECh
Total impurities / 0.1 %/0,1% Not more than 1.5 % / He 6onee 1,5 %
CymmMa npumeceit
7 | Chiral purity / Xupansuas |Not detected / He oOHapyxeHa S-isomer — not more than 1.5% /
auerora S-uzomep — ne 6onee 1,5 %
8 | Loss on drying / IToTeps B 2.1 %/2,1 % Not more than 6.0 % / He 6onee 6,0 %
Macce PH BbICYLUHBAHHH
9 | Microbiological purity*/ Mukpo0Ounojiornueckas UHecToTa™
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1mee uncno Menee 10 KOE/r He 6onee 10° KOE/r
a3pOOHBIX MUKPOOPTraHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10 CFU/g /
moulds count / Obiee yncno Menee 10 KOE/r He 6onee 10> KOE/r
JIPOMOKEBBIX U MIECHEBBIX
rpuboB
“¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcytctByeT B 11 OtcytctBUE B 1 T
10 | Uniformity of dosage units / 3.2/3,2 Acceptance value (AV) should not be more |
OaHOpPOAHOCTH JO3HPOBAHNS than 15.0./ Ilokaszarenp npuemaemMocti (AV)
JOJKeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
IIpnmeuanne: Ilponyxr coorseTcTBYeT TpeboBaHusam HJJ

Conclusion : APPROVED /
3akarwuenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: @ [1poBepeHo: L@ Onobpeno: Menemiep / PykoBoanTens
Date / il Date / Date / 20, 04 L~
JHara: 20'04/(’?0'??/ Jara: 30r—\ou ,JL@L(/’ Jara:




CERTIFICATE OF ANALYSIS

Dr.Reddy’s ":'

CEPTUO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Mpoaykr: Annepsaii TabieTKH, TIOKPLITHIE NIEHOYHOM 00010UKOH, 5 MF -
Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

|Cepus Ne e Pa3mep cepun © 1040300 Tad

Analytical Repourt No. / . 890001734956 Date of Analysis / . 30/04/2024

AHaanTHUYecKHH oTueT No JlaTa anajansa -
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

HdaTta nponssoactsa T'open go

Mfg. License No. /

Ilpon3soacTBeHHasn : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JMueH3ns Ne -

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

Page4 of 5/Crp.4u35

11 | Assay / KosnnuecTBeHHOE

onpeaeJienne

Between 4.75 mg and 525 mg of
| levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr po 5,25 Mr JneBOUETHpH3MHA
IUTHAPOXNOPHIA B TabNeTKe.

4.96 mg / 4,96 mr

12 | Packaging / YnakoBka

carton

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information Jleaflet in a

onucrep w3 (ITA/AJI/TIBX) donwru
/ amomuHueBoii donerun. Ilo 3
HnucTepa BMECTe C UHCTpYKIHeit 1o
PUMEHEHHIO
BKJa/IbIIIEM) B MTAUKY 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.

/ Mo 7 wan 10 Ttabnetok B OnucTtep U3
(ITA/AJI/TIBX) conbru  / anoMuUHHEBOH
donbru. Ilo 1, 2 unu 3 Gnucrepa BMecTe ¢
WHCTPYKLUMEH NO TIpUMEHEHUIO (JIHCTKOM-
BKJIaJIbIlIIEM) B MAYKY KaPTOHHYIO.

pack. / ITo 10 Tabnetok B

(ucTkoM-

* 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.

* TIpoBOANTCA MPOU3BOAMTENEM IIPU BBITYCKE NEPUOANYUECKH (C MHTEPBATIOM 0HO UcnbiTanue Ha 10 cepuii uan ne menee 1 pasa B ron).
IToxasaTens MokeT ObITh He BKJIOUEH B CepTH(HKAT aHAIU3a PUPMBI

API name / Haumenosanue ADPC:

Levocetirizine dihydrochloride / JleBoueTHpH3Ha THTHAPOXIOPHA

INN/MHH:

Levocetirizine / JleBouetnpnsnn

API manufacturer batch number /

| npoussoauTes I'JIMD:

Homep cepun nponspoaurtens A®C: L On e )0l
¥P Manufacturer API Batch number /
Homep cepun cybcTanuun FCQA02247

API Manufactured by & country/
IIponzsoanrens APC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlaboparopuc JITa., Uuans

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

HaumenoBaunue, anpec u Homep
JIHIEH3HH TJI0IAAKH,

Survey Ned4 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)

Remarks : The Product confirms to ND/

IIpumeuanne: IlponykT cooTBeTcTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroTosneHo: @ I[1poBepeHo: Onobpeno: MeHL’,"l}I\'ri.’p / PykoBoauTenn
, L —
Date / - Date / Date /
~ . Na%e]
HaTa: 20"04 :;0;?9/ IIaTa: lo OMrwl(,( IIEITZIZ 2o OM 2y




. @
Dr.Reddy’s Q'.. CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

MpoaykT: Annepsaii TabieTkH, NOKPbITbIE NJIEHOYHON 060J0UKOH, S M -

Market / Poivok : Russia/ Poccus

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

Cepusa Ne 52409809 Pazmep cepuu © 1040300 Tab

Analytical Repo:'t No./ . 890001734956 Date of Analysis / . 30/04/2024
|AHAJINTHYECKNH 0THeT No JlaTa ananu3a o
Date of Manufacture / . 18/03/2024 Date of Expiry / . 28/02/2027

JaTa npousBoacraa I'oaen o

Mfg. License No. /

Ilpou3BoacTBeHHAsN : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
nnuensns Ne -

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

Page Sof 5/ Crp.5u3 5

ocylecTBJsiomeii VYyacTtok Ne 41, (HpomBoncﬁseHHoe nonpaznenenue-111), bauynannu
NPOH3BOACTBO/KOHTPOJIb Busmnanx, bauynannn Manaan, Menuan Mankagxkrupu JUcTpykT,
kauecTBa/Bohinyck [JID / Bauynannu (B), bauynannu (M), Menuan-Mankamxrapy (1), mrar

Tenanrana, Uuaus (Jlnuensus 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.

3akmo4eHne 0 COOTBETCTBUM: «HacTosum s TOATBEPkIat0, UTO NpUBeJeHHas Bblille HH(OpPMAaLUs SBISIETCS NOCTOBEPHOM
¥ TOYHOH. DTa cepyst TPOAYKLMHU Npou3BeieHa (BKJIlo4as ynakoBKY (MapKUpPOBKY) ¥ KOHTPOJIb KaueCTBa) Ha Bbllleyka3aHHOW
TNPOU3BOACTBEHHOH IUIOIIaAKe (MIOIIAAKaX) B INOJHOM COOTBETCTBUM ¢ TpeboBanusamu [lpaBun Haanexaiei
NPOU3BOACTBEHHON npakTukun (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeboBaHHMsIMH KOHTPONS KauyecTBa
JIEKapCTBEHHBIX CPENCTB, a TAKKE B COOTBETCTBMM CO CHeLMbUKAUMAMH, COACPXKaUIMMMCS B PErMCTPalMOHHOM J0Che
CTpaHbI-UMIOpTEpa. 3alMcH 10 NPOM3BOACTBY, YNaKOBKE M aHallW3y TNpOBEpeHbl, M YCTAHOBJIEHO HX COOTBETCTBUE
Tpebosanusam [lpaenn Hagnexalleil NPoOU3BOACTBEHHOMN NPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ilponykt cootBeTcTBYET TpeboBaHusam HJJ 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: @/ ITposepeHo: @ OnodpeHo: MeHeakep / PykoeoanTtens
4 A
Date / Date / Date / ;
o 0l <305 -y . oWy
JHara: 2 ¥ ¥ JaTa: SOPOU MLM Jara: £aen O




