. Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IlpoaykT: AnnepBdi TabneTkH, MOKPHITHIE MJIEHOUHOH 06010YKO, 5 MI

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /

Cepus Ne + £2405083 Pa3mep cepun © 1040300 Tab

Analytical Repovrt No. / . 890001734957 Date of Analysis / . 30/04/2024
AnanuTnuecknii oTuer No JaTa ananusa B

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

JlaTa npon3BoAcTBa T'omen no »

Mfg. License No. /

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

Jnuensus Ne

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

JITI-Ne(001333)-(PI"-RU) o1 15.11.23

Page1of 5/Crp.1mu3 5

No Test / Iloka3zaTean

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. / OBanbHble
IBOSKOBBIITYKJIblE TabeTKH,
MOKpPbITbIE MJEHOYHOH 000n0UKON
6enoro UBeTa, ¢ OAHOH CTOPOHBI
rmajKkue, Ha JApYroii  CTOpoHe
rpaBrpoBka «R 5». Ha nonepeyHom
paspese siapo benoro 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. / OBanbHBIE IBOSIKOBBINYKJIBIE
TabNeTKy, TOKPbITHIE TNJEHOUHOM 060s0uKOH
6enoro WIM NouTH Oenoro IBeTa, ¢ ONHOH
CTOpPOHBbI  TJlafKWe, Ha JpYroit CTOpoHE
rpaBupoBka «R 5». Ha nomepeunom paspese
SApO OT Oenoro 10 No4Ty 6enoro 1BeTa.

Identification
Levocetirizine/
Hnenrnpukanns
JleBoueTHpHU3HH

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHHAM

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”). / Bpemsi ynepxuBaHus
OCHOBHOTO  NHMKa  Ha  Xpomarorpamme
HCOBITYEMOrO pacTBopa JIOTDKHO
COOTBETCTBOBATL  BPEMEHW  YAEpKUBaHUS
OCHOBHOTO THKa Ha XpOMaTorpaMMe pacTeopa
craHgapTHoro  ofpa3ua  AeBOLETHPHU3IMHA
aurnapoxnopuna (paznen «KonuuecTBeHHoOE
onpeaeneHne).

Average weight /
Cpeansist macca

133.26 mg / 133,26 mr

133.25 mg + 4% (between 127.92 and 138.58
mg) /
133,25 Mmr =4 % (ot 127,92 no 138,58 mr)

Disintegration /
Pacnagaemoctn

3 min/ 3 MHH

Not more than 15 min/ He 6onee 15 Mmun

Remarks : The Product confirms to ND/
I pumeuanne: [lponykT cooTBeTcTBYET TpeGoBaHusim H/J

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

_Prepared by / Checked by / é Approved by: Manager/Executive /
IloarorosneHo: @/ ITpoeepeHo: ?@ Onobpeno: MeHenucep / PykoBoanTenb
Date / - Date / Date / A0. oM. 2O

Ch~ Y :
Jara: FoH ﬁﬂﬁq/ Hara: :EC)POU JaTa:




- Dr.Reddy’s “«'.»‘.

CERTIFICATE OF ANALYSIS

CEPTHUDPHKAT AHAJIM3A

Market / Poinox

Product : Allerway film-coated tablets 5 mg
TMpoayxT: Annepsaii TabneTkH, MOKPHITbIE NJIEHOYHOH 060/10UKOH, 5 MT

: Russia/ Poccus

Jaauen3us Ne

Batch No. / Batch Quantity / 1040300 tab /
- k! .
Cepust Ne N Pa3zmep cepun 1040300 Tab
Analytical Repo:'t No./ . 890001734957 Date of Analysis / . 30/04/2024
|AHAIMTHYeCKNH oT9eT Ne JaTa anannusa
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
JlaTa nponsBoacTaa Il'ogen no
Mfg. License No. /
IIpou3BOACTBEHHAS : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

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

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

Page2 of 5/Crp.2 n3 5

5 | Dissolution / PacTBopenne

Unit-1/ Ta6n.-1 97 %
Unit-2 / Tabn.-2 101 %
Unit-3 / Ta6n.-3 9% |
Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 99 %
Unit-6 / Ta61.-6 99 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
COJlepXKaHHsI
NEBOLIETHPU3UHA NUIHAPOXJOpUaa uepes 20

% HOMMHAIBHOIO

Q)

oT

MHH.

6 | Related Substances / PoacrBennble npumecH

Impurity A /Ipumecs A

Impurity B/ Tlpumecs B

Impurity C / [pumecs C

Impurity D / I1pumecs D

Impurity E / Tlpumecs E

Impurity F / TTpumecs F

Impurity RCT-3 / Tlpumecs
RCT-3

Not detected / He oGHapykeHa

0.03%/0,03%

Not detected / He obHapykeHa

Below LOQ (LOQ =0.004 %) /
Hwxxe npenena konuuecTBeHHOrO
onpeaenenus (I1IKO = 0,004 %)

0.04%/0,04%

|Below LOD (LOD = 0.014 %)/

Hinke npenena obHapyxenns (11O =
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 6onee 0,4 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykt cooTBeTcTBYET TpeboBaHHAM H]J

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / L Approved by: Manager/Executive /
IMoaroroBnexo: @ ITpoBepeHo: @ OnobpeHo: Menemxkep / PykoBoautenb
) A
Date / Date / Date / o
Y ~MOZ 4 - .
Hara: il Zﬂﬁr Hara: ZOFCM o Jlara: 36 0Y. 29V




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Annepait TabneTku, NOKPbIThIE TNIEHOUHON 000J104KOH, 5 M

Market / Puinok

: Russia / Poccus

Batch No. / Batch Quantity / 1040300 tab /
es) 2 :
Cepusa Ne 52005058 Pazmep cepun 1040300 Tab
Analytical RepOJ't No./ . 890001734957 Date of Analysis / . 30/04/2024
AHAJIUTHYECKNI oTueT No Hara ananusa
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
JlaTa npou3BoacTBa T'ogen no
Mfg. License No. /
ITpousBoncTBeHHasi : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
miuen3ust Ne

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

Page3 of 5/Crp.3 u3 5

Any individual unidentified |Below BDL (BDL=0.05 %)/ Huxe | Not more than 0.2 % / He 6onee 0,2 %
impurity / Jltobas eavHwnunas (nopora peructpauuu (ITP =0,05%)

HeWaeHTH (BNLHPOBaHHas

NpUMech

Total impurities / 0.1 %/0,1% Not more than 1.5 % / He 6onee 1,5 %
Cymma npumeceii

7 | Chiral purity / Xupanshnas  |Not detected / He oOHapy»xeHa S-isomer — not more than 1.5% /
merora S-uzomep — He 6onee 1,5 %
"8 | Loss on drying / H;Tepﬂ B 3.0 %/3,0 % Not more than 6.0 % / He 6onee 6,0 %
Macce npH BbICYyIIHBAHUH
9 | Microbiological purity*/ MukpoOuoforaueckast 4HcToTa™

“a) Total Acrobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g / - |
Count / Obiiee uncno Menee 10 KOE/r He 6onee 10° KOE/r

a3pOOHBLIX MUKPOOPraHU3MOB

'b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10° CFU/g /

moulds count / Obuiee yucno Menee 10 KOE/r He 6onee 10* KOE/r

JIPO3OKEBBIX U MJ1€CHEBbIX

rpnboB

¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /

OtcytctByeTB 1T OrcyrcTBHe B 1 1
10 | Uniformity of dosage units / 2.4/2.4 Acceptance value (AV) should not be more
OaHopoaHOCTD 103MPOBAHNS than 15.0./ Tlokazarens npuemaeMmoctn (AV)
JoJnKeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/
I pumeuanue: [ponykT coorBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
Zakmwouenue: OJJOBPEHO

Prepared by /

Checked by /

Approved by: Manager/Executive /

IloaroToBaeHo: % I1posepeno: L@ Onobpeno: Meneaxep / PykoBoauTes
_LQQ/
Date / . Date / Date /
Ol —40. ] - O- NLShe )
JHaTa: 3074 -3 74/ Jara: 30 X QUZJ‘” JlaTa: 20 oM




CERTIFICATE OF ANALYSIS

@
- Dr.Reddy’s Q,‘.‘

CEPTUDHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

| IpoayxT: Annepsai TabreTky, NOKPbLITIE MNIEHOUHOH 000N0YKOH, 5 Mr

Market / PeiHok : Russia / Poccus

Batch No./ . Batch Quantity / . 1040300 tab /
Cepusa Ne Tl Pazmep cepnn © 1040300 Tab
Analytical Repovrt No. / . 890001734957 Date of Analysis / . 30/04/2024
|AHanuTuuecKnii oTuet Ne B Hara ananusa B o

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

JaTa npousBoacTea T"onen oo

Mfg. License No. /

NpouszsoacTBeHHas : 59/RR/AP/97/FIR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JnueH3zus Ne

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

Page4 of 5/Crp.4mu3 5

11 | Assay / KonnuecTBeHHOe

onpepejgenue

Between 475 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr JeBOLCTHPHU3MHA
JUTHApoXiopHia B TabJeTKe.

4.99 mg /4,99 mr

12 | Packaging / YnakxoBka

carton

6nuctep uz (IIA/AJI/IIBX) donbru
/ amtomuHueBoi doneru. Ilo 3
OmicTepa BMECTE ¢ UHCTPYKLHe#t o
NPUMEHEHUIO
BKJIAZIBILLIEM) B TIaYKy KapTOHHY!O.

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

patient information leaflet in a carton pack.

/ Tlo 7 wm 10 Ttabnerox B OiHcTep M3
(ITA/AJITIBX) doneru / anoMuHHeBOH
¢donbru. Ilo 1, 2 unu 3 6nucrepa BMecTe ¢
UHCTPYKUNEH MO TNpPUMEHEHHIO (JIMCTKOM-
BKJIa[IbILIEM) B [TaUKy KApPTOHHYIO.

in a
pack. / Ilo 10 tabnerox B

(nucTKOM-

* 1t 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.

* T1poBOMTCS NTPOM3BOAKUTENEM TIPH BBIYCKE NIEPHOIMUECKH (C MHTEPBATIOM OAHO MCNbITanue Ha 10 cepuii unu He Menee 1 paza B ron).
IMoxasarens MOXKeT OLITh HE BKIIIOUEH B cepTH(hMKaT aHam3a GpupMbl

| API name / HaumenoBanune A®C:

Levocetirizine dihydrochloride / JlepoueTpusnna qurd apoXaopu

INN / MHH:

Levocetirizine / Jlesouetnpusnu

API manufacturer batch number /
Homep cepun npoussoaurtens APC:

ACQHO004165

| FP Manufacturer API Batch number /
Homep cepun cyGeraniun
| npousBoauTess I'JIdD:

FCQA02965

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

Dr. Reddy's Laboratories Ltd., India /
H-p Pennu’c Jlabopatopuc JIta., nans

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

HaumenoBanue, agpec n HoMep

| IMLIIEH3UH NJIOIAAKH,

Survey Ned41, (Formulations Technical Operations - Unit-1II), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchai-Malkajgiri (Distr.), Telangana State, India (License
No 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Ilpnmeuanue: [lponykt cooTBeTcTBYET TpedoBanvsm HJJ

Conclusion : APPROVED /
3axawuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
MoaroTossero: @/ TMpoBepeHno: ({@ Onobpeno: Menemxkep / PykosoauTens
Date / N - Date / Date / f'_‘; D.o.»o

— A. -
Hara: ;0‘-&?/ i 24/ Jara: 30‘ OY Loty Hara: i
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- Dr.Reddy’s ".. CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Hpoayr: Annepssii TabJIETKH, MOKPHITHIE IIEHOYHON 060N0UKOH, 5 MI o |
Market / Poinok : Russia / Poccust
Batch No. / Batch Quantity / 1040300 tab /

- b :
Cepusa Ne e Pasmep cepun 1040300 Tab
Analytical Repovrt No./ . 890001734957 Date of Analysis / . 30/04/2024
ARAJNTHYECKHI oTueT No JlaTa anaan3za |
Date of Manufacture / . 30/03/2024 Date of Expiry / . 28/02/2027
JlaTa npouspoacTea Tonen no
Mfg. License No. /
IIponsBoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
auuen3usa Ne
Analysis performed according ND No / Anann3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page 5of S/ Crp. 5 mu3 5

ocyllecTBJsIIONIEH Yuyactok Ne 41, (IlpouseoactrenHoe noapazaeneuue-I1I), bauynannu
NPON3BOACTBO/KOHTPOJIb Bunnapx, bauynannu Manaan, Meauan Mankapxrupyu JUCTpuUKT,
KavdecTBa/Boinyck I'JID / Bauynannu (B), bauynannu (M), Menuan-Mankamxripy ([1), wrat

Tenanrana, Muaus (Jluuensus 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.

3akiroyenue 0 cooTBeTCTBHN: «HacTosiuuM s MOATBEPKAal0, YTO MpHBeeHHAs BhIllle MHGMOPMALIHS SIBISETCS IOCTOBEPHOM
¥ TOYHOH. JTa cepys NPOoAyKLMHU Npou3Be/iena (BKIIoUas ynakoBky (MapKUpOBKY) M KOHTPOIb Ka4ecTBa) Ha Bblllieyka3aHH Ol
NpOM3BOACTBEHHON niowmaake (MIOLlAnKax) B TOJHOM COOTBETCTBHM ¢ TpeboBaHusMu [lpaBun Haanexauei
npousBoAcTBeHHOM npakTukn (NeGMP-01887/21/IN or 28 ampens 2021) u TpeboBaHMAMH KOHTPOAs KauecTsa
JIEKapCTBEHHBIX CPENCTB, a TAaKXKE€ B COOTBETCTBUH CO crnelmduKanusaMy, COAESPKAIUMMHCS B PErMCTPALMOHHOM JOChbe
CTpaHbI-UMIIOPTEpa. 3amKUCH 1O TPOM3BOACTBY, YNAKOBKE W aHaNW3y MPOBEPEHBl, M YCTAHOBIEHO MX COOTBETCTBHUE
TpeboBaHusm [IpaBun napnexaleit Npou3BOACTBEHHON IPaKTUKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: [Tponykt coorBeTcTByeT TpebGoBaHusam HJI 3axniouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / N
IMoarorosnexo: % IIpoBepeHo: L@ Opnobpeno: Meuenxep / PykoBoautens
& —
Date / “ Date / Date / 2
x 7 0- 0. Y4
Jara: 074~ ﬁﬂﬁé/ Hara: 30(\(1’ J),Q)Zl/’ Hara:




