Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
NpoaykT: Annepsait TabiaeTKH, NOKPbITHIE MIEHOUHOH 000104KOH, 5 MF

Market / Poinok

: Russia / Poccus

Batch No. / Batch Quantity / 1040300 tab /
. 2 .
Cepnsn Ne 3 2407796 Pasmep cepnn * 1040300 1ab
Analytical Repourt No. / . 890001745627 Date of Analysis / . 23/06/2024
| AHaanTHYeCKnii oTyer No Jarta anannsa - i
Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027
Jara npoussoacTsa I'ogen no B
Mfg. License No. /
IIponsBoacTBennas 1 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

nHuen3usg Ne

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

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

Pagelof5/Crp.1 m35

Ne Test / Iloka3zaTenn

Result / Pe3yabsTaThl

Specification / Hopma

1 | Appearance/ Onucasue

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
JIBOSIKOBBINYKJIbIE TabneTky,
TIOKPbIThiE TIJICHOYHOH 0005104KOH
fenoro 1BeTa, C ONHOW CTOPOHBI
riajkie, Ha Apyroi
rpaBupoBka «R 5». Ha nonepeunom
paspese sapo 6enoro 1BeTa.

cTopone |

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. / OBanbHblEe LBOSKOBbINYKIbIE
TabJIeTKH, TOKpPBITbIE TIEHOYHOW 00onouKoH
O6enoro WIM ToYyTH Genoro LBeTa, ¢ OAHOMN
CTOPOHbI TINlafikhe, Ha [OPYrod CTOpOHE
rpaBupoBka «R 5». Ha monepeunom paspese
S7po oT Genoro A0 NoyTH 6ea0ro 1BeTa.

2 | Identification
Levocetirizine/
Noentudgukanus
JleBoneTHPH3NH

Complies as prescribed /
CooTtBeTcTBYET 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 yaepiBaHus

OCHOBHOTO nrKa Ha Xpomarorpamme
HCTIBITYEMOTO pacTBopa JOJIZKHO
COOTBECTCTBOBATH BPEMEHN YAEPKIIBARHS

OCHOBHOIO NIHKa Ha XpOMaTorpamMmme pacTBopa
cTaHjapTHoro  obpasua  NeBOLETHPHU3HHA
nurugpoxnopuna (pasnen «KonuyectseHHoe
onpeaeneHney).

3 | Average weight /
Cpeanss macea

134.63 mg/ 134,63 mr

133.25 mg + 4% (between 127.92 and 138.58 |

mg)/
133,25 mr+4 % (ot 127,92 10 138,58 mr)

4 Disint_e_gration /
PacnanaemocThb

Smin/5 mun

Not more than 15 min/ He 6onee 15 Mmux

Remarks : The Product confirms to ND/
IIpumeuanue: Iponyxr coorsercTByeT Tpebosanusm HJI

Conclusion : APPROVED /
3akmrouenue: OJOBPEHO

1/’
Prepared by / Checked by / /()p’f""k Approved by: Manager/Executive /
Honromsnem:&/’\y@, ITpoBepeHo: W Onobpeno: Menenxep / PykosoanTtens
= >
Date / Date / Date /
D620 ey-0b-22 A oo
Hara: (Zq' %f Jlara: 7 % Jara: i




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: Annepsaii TabneTku, NOKPLITbIE TNIEHOUHOH 060N0YKOH, 5 MI

Market / Poinok

: Russia / Poccus

Batch No. / . C2407796 Batch Quantity / : ]040_:00 tab’/

Cepus Ne Pazmep cepuu 1040300 Tad

Analytical Repovrt No./ . 890001745627 Date of Analysis / . 23/06/2024
AHAJHTHYECKNI oTueT No JarTa anannsa B -
Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027

JaTa nponsBoacTea Tonen oo

Mfg. License No. /

INpousBoacTBenHAast : S9/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
Jnuensus Ne -

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

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

Page2 of 5/ Crp.2 m35

5 | Dissolution / PacTBopenue Unit-1/Tabn.-1 98 % NLT 80% (Q) of label claim of levocetirizine

Unit2 / Tabn.-2 99 % 0dlhydrochlorlde after 20 min. / He menee 80
| % (Q) OT HOMHMHAIBLHOTO  COAECPXKAHHS

Unit-3 / Ta6n.-3 99 % | neBoleTHpPH3NHA AuruApoxJopuaa depes 20
Unit-4 / Tabs.-4 8% |
Unit-5 / Tabn.-5 95 %
Unit-6 / Tabn.-6 99 %

6 | Related Substances / PoancTBeHHble NPUMeECH

Impurity A /puMecs A

Impurity B / Ilpumecs B

Impurity C / Ilpumecs C

Impurity D / llpumecs D

Impurity E / T1pumecs E

Impurity F / Tlpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Not detected / He oOHapyxeHa

0.03%/0,03%

Not detected / He oOnapyxena

Below LOQ (LOQ = 0.004 %) /
Huxe npeaena KonM4ecTBEHHOTO
onpenenenus ([IKO = 0,004 %)

0.03% /0,03%

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

0.09%/0,09%

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 donee 0,4 %

Not more than 0.30 % / He 6onee 0.30 %

Remarks : The Product confirms to ND/
IIpumeuanue: IlpoaykT cooTBeTcTBYET TpeboBanuam HJJ

.
.

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

Prepared by / Checked by / 17| Approved by: Manager/Executive /

Iloprorosnexo: ﬁ, Hpmaepem:ﬁ% Onobdpeno: Menemxkep / PykoBoauTens
=7

Date / (0&20 Date / -&6~202 Date / a9 eCo

JHara: (L‘) %‘{ JlaTa: Q; 4 JlaTa: v
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Dr.Reddy’s Q_:-

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

]Froduct : Allerway film-coated tablets 5 mg
IMponykT: Ansepeait TabHeTII. MOKPLITbIE NNEHOYHOH obooukoiil, 5 Mr

Market / Poivok

: Russia/ Poccus

Batch No. / Batch Quantity / 1040300 tab /
ey .
Cepus Ne 2 €2407796 Paszmep cepnn 1040300 Tab
Analytical Repovrt No. / . 890001745627 Date of Analysis / . 23/06/2024
| AHaanTHYeCKMii oTaeT Ne o HaTta anannza o
Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027
JlaTa npon3BoacTBa I'onen no
Mfg. License No. /
IlpousBoacreeHHasn : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI™-RU)
aunensus Ne _

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

Analysis performed according ND No / Auaan3 nposenen no HJI Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page3 of 5/C1p.3 m3 5

Any individual unidentified |Below BDL (BDL= 0.05 %)/ Huxe | Not more than 0.2 % / He 6onee 0,2 %
impurity / Jlrobas envnuunas |nopora perncrpannu (ITP =0,05%)
HEUJIEHTAPUITPOBAHHAS
pUMeCh
Total impurities / 0.2 %/0,2 % o Not more than 1.5 % / He 6onee 1,5 %
CyMmMa npumeceit
7 | Chiral purity / )_(npanbuaﬂ Not detected / ne obHapyxena | S-isomer — not more than 1.5% /
i S-uzomep — ue 6onee 1,5 %
8 | Loss on drying / IToTeps B 2.6 %/2,6 % Not more than 6.0 % / He 6o1ee 6,0 %
Macce NpH BHICYIIMBAHHH
9 | Microbiological purity*/ Mukpo61osjoruyeckas yucrora® -
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /
Count / Ob1iee uncno Menee 10 KOE/r He 6onee 10’ KOE/r
a9p0OOHBIX MUKPOOPraHu3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10 CFU/g /
moulds count / O61ee uucio Menee 10 KOE/r He 6onee 10° KOE/r
JIPOMOKEBBIX U TJ1eCHEBbIX
rpuboB
c) Escherichia Coli Absent in 1 gram/ Shall be absent in 1 gram /
OrcyTcTtByeT B I 1 OtcyrctBHE B 1 T
10 | Uniformity of dosage units / 1.8/1.8 Acceptance value (AV) should not be more
OpaHoponHOCTH 103 POBAHUS than 15.0./ Tlokazatenb npuemieMmoctn (AV)
noJoked ObITh He Ooee 15,0.
11 | Assay / KonnuecTBeHHOE 4.95mg /4,95 mr Between 4.75 mg and 525 mg of
onpeeeHue levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr no 5,25 Mr JseBoLeTUPH3MHA
| ANTFHAPOXJIOpHAA B TabMeTKe.

Remarks : The Product confirms to ND/
Ipumeuanue: I1ponykr cootBeTcTBYET TpeboBanusm H/J

‘/3

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /
IlogroToBneHo:

AL

Checked by / o ’
ﬂposepeHOW

Approved by: Manager/Executive /
Onobpeno: Menenxep / PykoBonutens

)l

Date /
Jara:

Qg0 62

Date / 2;_06-%

Jara:

Date /
Hara:

A LN
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Dr.Reddy’s Q}'

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Market / Poiok

Product : Allerway film-coated tablets 5 mg
IpoaykT: Annepsail TabaeTkH, MOKPHITHIC NNEHOUHON 000sI0YKOT, 5 MI'

: Russia / Pocchs

Batch No. / Batch Quantity / 1040300 tab /
. o) : N
Cepus Ne ¢ 2407796 Pasmep cepun 1040300 Tad
Analytical Repovrt No. / . 890001745627 Date of Analysis / . 23/06/2024
Anaautnuecknii oTuer Ne JaTta anannsa o |
Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027
JaTa npon3soacTea I'onen no
Mfg. License No. /
TpousBoacTBeHHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
annenzun Ne

Analysis performed according ND No / Anaaus nposegen no HJ Ne: JIII-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 4 of 5/Ctp.4mn35

12

Packaging / Ynakoeka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Tlo 10 tabnerox B
onucrep u3 (INA/AJI/TIBX) donsru
/ amomuuueroil donsru. Ilo 3
fnucrepa BMECTE ¢ MHCTPYKLIUEH N0
NIPUMEHEHHIO (JTUCTKOM-

[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 nmu 10 rtabnetok B Onucrep u3
(TTA/AJUTIBX) donern / antoMuHHEBO#H
doneru. Tlo 1, 2 wnn 3 Gaucrepa BMecTe ¢
MHCTPYKUMEH MO TNPUMEHEHHIO (JIMCTKOM-
BKJIQ/IBIIIEM) B TIaYKy KapTOHHYIO.

BKJabllieM) B MAYKy KAPTOHHYIO.

* Tt 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.

* JTpoBoAMTCS NPOU3BOIAHTENECM NPH BLIMYCKC NCPUOAMYCCKH (€ HHTEPBANIOM OJIHO HenbiTanue Ha 10 cepuii iy He Mexee 1 paza B ron).
[Noxazatens MOKCT ObITh HE BKNIOUCH B CCPTHRIKAT aHAMN3a (hupmsl

| API name / Haumenosanne ADC: [

Levocetirizine dihydrochloride / JlesoueTupusiHa AUriapoXJI0pu

INN/MHH:

Levocetirizine / JlepoueTpusnx

API manufacturer batch number /
Howmep cepun npoussonutens APC:

ACQHO004192 and ACQH004142

FP Manufacturer API Batch number /
Homep cepun cyberanuun
npoussoanTenst I'J1d:

FCQA02966 and FCQA02967

API Manufactured by & country /
I pounseogurens, ADC, crpana:

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

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

HaunmenoBanne, agpec n nomep

| INLEH3HHN NN0LAAKH,
ocymecTBJsionieii
NPOH3BOACTBO/KOHTPOID
kavecTBa/Boinyck I'JID /

Survey Nedl, (Formulations Technical Operations - Unit-III), 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)

Yyactok Ne 41, (IlpousBoacrTeenHoe noapazaenenue-111), bauynanau
Bunnanxk, bauynannu Manaan, Meauan Mankapkrupu JucTpukr,
bauynannu (B), bauynannu (M), Menuan-Mankamxrupu (1), wurar
Tenanrana, Muaus (Jlnuensns Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

IIpumeuanne: [1poaykT cooTBeTCTBYET TpedoBaHUaM H/I

Conclusion : APPROVED /
3akmouenune: OJOBPEHO

Prepared by / f Checked by / ,@CJQK "’ :Approved by: Manager/Executive /
[ToarorosneHo: ?S" HpOBepeHo:gfﬁ?’/ OnobdpeHo: Menemxkep / Pykosonurens
N <
Date/ 100 ,_20%-‘ Date / 03-06-2224 | Date/ an &G A
Hara: i? é JlaTa: ? 6 JaTa:




‘. o

/ °@ CERTIFICATE OF ANALYSIS
Dr‘ Reddy S g CEPTUDPUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg

MpoaykT: Annepsaii TaGNETKH, NOKPLITHIE NJIEHOUHOH 060I0UKOM, 5 MI

Market / Poinok : Russia / Poccus

Batch No. / _ Batch Quantity / 1040300 tab/

Cepus Ne il Paszmep cepum * 1040300 Tab

Analytical Repourt No./ . 890001745627 Date of Analysis / . 23/06/2024

| AHAJINTHYECKHIT oTueT Ne JaTa ananunsa -

Date of Manufacture / . 21/05/2024 Date of Expiry / . 30/04/2027

JaTta npou3BoacTea T'ogen no

Mfg. License No. /

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

nnueHsna Ne __|

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

Page 5of 5/ Crp. 5 u3 5

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.

3aknoyeHne 0 COOTBETCTBUH: «HacTosLMM 5 TOATBEPXK A0, YTO NPUBEAEHHAS Bbllle HHOPMALUS SIBISETCS A0CTOBEPHOIM
¥ TOUHOR. DTa ceprs NPOAYKLUMY NPON3BeieHa (BKIIOUAs YIAKOBKY (MAPKUPOBKY) ¥ KOHTPOJb KA4Y€CTBA) Ha BbILLIEYKA3aHHOM
NPOU3BOACTBEHHON mowianke (MJowagkax) B TOJHOM COOTBETCTBMM ¢ TpeboBauusmu I[lpaBun Haanmexaineii
npon3BoACTBEHHOH npaktuky (NeGMP-01887/21/IN or 28 ampens 2021) u TpeboBaHMSIMM KOHTPOJS KayecTBa
NIEKApPCTBEHHBIX CPEACTB, @ TaKkKe B COOTBETCTBHU CO CheLM(HKALUHUIMH, COACPNKAUMMUCA B PErUCTPALlMOHHOM JIOChE
CTPaHbI-MMNIOPTEPa. 3aliCH 110 NPOW3BOACTBY, YMNAKOBKE W aHaiu3y NpPOBEPEHbI, W YCTAHOBIEHO MX COOTBETCTBUE
TpeboBanusaM [IpaBun HapIexallel! NpoOU3BOACTBEHHOM NPaKTHKHU.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: Ipoaykt coorBeTcTBYET TpeboBaHuam HJJ 3akawuenne: OJJOBPEHO

.
Prepared by / ] | Checked by /, » 24 /Oﬂ/‘) Approved by: Manager/Executive /
IToarorosnexo: = ; ﬂposepeﬂog% OpnobpeHo: Menenxep / PykoBoautenn
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