@
Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Pioduct : Allerway film-coated tablets 5 mg
Mpoayxr: Asuiepesii TaGieTki, NOKPLITLIE MIIEHOUHON 0600UKOH, 5 MF

Market / Poinok : Russia / Poccust

Batch No. / _ Batch Quantity / 1040300 tab /

Cepna Ne § €2o02188 Pasmep cepun 1040300 Tab

Analytical Repo“rt No./ + 890001797987 Date of Analysis / . 10/03/2025

AHAJHTHYECKHH oT4yeT No lata ananu3za B
Date of Manufacture / . 30/01/2025 Date of Expiry / . 31/12/2027

JlaTa npon3BoacTBA Togen oo

Mfg. License No. /

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

Jugenzns Ne

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

{JITI-Ne(001333)-(PT-RU) o1 15.11.23

Pagelof 6/Ctp. 1 136

Ne

Test / Iloxa3zarein

Result / PesynabTaTsl

—

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. / OBasbHbIE
JIBOSIKOBBIITYKJTBIE TabneTku,
TTOKPBITBIE IUIEHOUHOW 000J104YKOoit
Oenoro uBera, ¢ OAHOM CTOPOHBI
rnajkge, Ha JIpYyrod CTOpPOHE
rpasupoBka «R 5». Ha nonepeunom
paspe3se sapo 6enoro Lpera.

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 ABOSKOBBIYKJIBIE
TabNETKH, MOKPHITHIE MJIEHOYHOH 060I0YKOi
Oeoro HaM MOYTH OEoro UBETA, ¢ OHOM
CTOPOHBI TJIQJKME, HA JPYroil CTOpOHE
rpaBupoBka «R 5». Ha nmonepeunom paspese
SIpo OT 6e10ro 10 MouTH 6eIoro LBeTa.

2 | Identification
Levocetirizine/
HNpenrnduxanus
JleBoneTHpU3UH

Complies as prescribed /
CootBeTcTBYET 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 ynmepskupaHus
OCHOBHOIO TIHKa Ha  XpoMarorpamme
UCTIBITYEMOTO pacTBOpa JOTDKHO
COOTBETCTBOBAaTh BPEMEHH YACPIKHBAHHS
OCHOBHOTO ITHKa Ha XpPOMaTOrpaMMe pacTBopa
cTaHmapTHoro ofpasua  JeBOLETUPH3WHA
qurnapoxiopuna (pazgen «KojuuecTBeHHOE
OTPENIEICHUE).

Remarks : The Product confirms to ND/
IMpumeuanwue: [Iponykr cooTBeTcTBYeT TpeboBanmsam HJI

Conclusion : APPROVED /
Baxmouenne: OJOBPEHO

i ) .
Prepared by / Checked by / P ‘L Approved by: Manager/ercutlve /
[Toarorosiexo: /$/' IIposepexo; = Onobpeno: MeHekep :{Lm)sonmenb
Date / _® -~ Date / | -3 - Q025 Date / WD S
JlaTa: N-03-205% Jara: Jara:




@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Mpoaykr: Ansiepesii TabneTku, MOKPHITLIE MIGHOYHOM 060IOUKOI, 5 MP

Market / Poinox

: Russia / Poccust

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

Cepusi Ne 22021068 Pasmep cepun " 1040300 T26

Analytical Repo“rt No./ . 890001797987 Date of Analysis / . 10/03/2025
AHanuTHYyecKHii oTyeT Ne Mara anasusa

]?ate of Manufacture / . 30/01/2025 Date of Expiry / . 31/12/2027

/laTa npon3BoacTBa T'oaen 10

Mfg. License No. /

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

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

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

Page2of 6/ Ctp.2 m3 6

3 | Average weight /
Cpennsas macca

132.96 mg / 132,96 mr

mg) /

4 | Disintegration /

5 min/ 5 MuH

Pacnagaemoctp
5 | Dissolution / PacTrBopenne Unit-1/ Ta6n.-1 92 % NLT 80% (Q) of label claim of levocetirizine
Unit-3 / Tabn.-3 94 % JIEBOLIETUPU3UHA AMrHApoxsopuaa yepes 20
Unit-4 / Tabn.-4 9% % |
Unit-5 / Ta6n.-5 93 %
Unit-6 / Tabun.-6 94 %

6 | Related Substances / PoacrBenHsie n_pnmecn

Impurity A / I[Ipumecs A

Impurity B / [Tpumecs B

Impurity C / ITpumecs C

Not detected / He o6HapyxeHa

0.01%/0,01%

Not detected / He oGHapyxeHa

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

133.25 mg + 4% (between 127.92 and 138.58

133,25 mr =4 % (ot 127,92 no 138,58 mr)

Not more than 15 min / He Gonee 15 mMuu

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

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

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoxykt cooTBeTcTBYeT TpeboBanusam HJT

Conclusion : APPROVED /
amouenue: OJJOBPEHO

;.?-\pproved by: Manager/Executive /

Prepared by / Checked by ~— :
[ToaroTosiieHo: [Tposepenoil s Onobpeno: Menemxep ){’}ﬁ}BOHI/ITeI{L
Date / Date / | )~c3~ 2025 | Date / 1 53 A
Hara: W -e3-20 =3 Jara: Hara:




Dr.Reddy’s Q'?'

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

'Product : Allerway film-coated tablets 5 mg

Tponyir: Annepsaii TabNeTKU, NOKPHITLIE MIEHOYHON 060JI09KOi, 5 MF

Market / Puinok : Russia / Poccus
Batch No. / . 2502188 Batch Quantity / . 1040300 tab /
Cepun Ne ) Pazmep cepun " 1040300 Tab
A i i i
nalytical Repourt No./ . 890001797987 Date of Analysis / . 10/03/2025
AHaJuTHYecKkni oTyeT No JarTa anaausa
]?ate of Manufacfure / : 30/01/2025 Date of Expiry / . 31/12/2027
JlaTa npou3BoaACTBa T'ogen po B
Mfg. License No. /
[MpoussoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
nmauensnn Ne

JI1-Ne(001333)-(PI-RU) ot 15.11.23

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

Page3 of 6/ Crp.3 u3 6

Impurity D/ Tlpumecs D

Impurity E / IIpumecs E

Impurity F / ITpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlrob6as enuHuYHASL
HeuJeHTU(DHLHPOBAHHAS
IPUMECH

0.01%/0,01%

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

0.03%/0,03%

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

Not detected / He obHapyxeHa

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

0.08% / 0,08%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpayuu (I[P =0,05 %)

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

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

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

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

' Chiral purity / XupanbHas
YHCTOTA

Below LOD (LOD = 0.0138 %) /
Hmxe npenena obHapyxenus (I10 =
0,0138 %)

S-isomer — not more than 1.5% /

S-usomep — He Gonee 1,5 %

RemarKks : The Product confirms to ND/
ITpumeuanne: [TpoxyKT cooTBETCTBYET TpebGoBanusam HJT

Conclusion : APPROVED /
3axmwouyenue: OJIOBPEHO

k4
,,-_‘
Prepared by / Checked b (;v"J” > | Approved by: Manager/Executive /
[Toarorosneno: [Tpoeepeiio: - Opnobpeno: MeHemxep Sr'/P}__-'KOBOL[I/ITem,
Date / Date / Wl N5 Date / .
Jara: i =62 -pORE Hara: A ge Hara: W3 Y




Dr.Reddy’s Q_’f‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

{JITT-Ne(001333)-(PT-RU) o1 15.11.23

[Product : Allerway film-coated tablets 5 mg

Mponyer: Aniepsaii TabneTKH, NOKPLITEIE MIEHOYHOM obonoukoit, 5 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab /
Cepusn Ne P €2502188 Pa3mep cepun * 1040300 Tab

A i ; i

nalytical Repourt No./ . 890001797987 Date of Analysis / . 10/03/2025

| AHaMMTHYeCKUE oTHeT No JlaTa ananan3a -
l?ate of Ma_nufacture / . 30/01/2025 Date of Expiry / . 31/12/2027
|1aTa npoussoacTea T'ogen go

Mfg. License No. /

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

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

Page4 of 6/ Ctp. 4 u3 6

‘ 8 [ Loss on drying / IToteps B 25%/72,5% Not more than 6.0 % / He 6oiee 6,0 %
Macce NPH BHICYIIHBAHUH
9 | Microbiological purity*/ Mukpo6noornueckas yncrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10* CFU/g /
Count / Ob1uee uucno Menee 10 KOE/r He 6oanee 10° KOE/r
a3pOOHBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / Obiiee yucno Menee 10 KOE/r He 6osee 10> KOE/r
JAPOAOKEBBIX U TIIECHEBBIX
rpubos
c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcytctByeTB 1 T OtcyrcTBHEe B 1 T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaHopoaHocTh 4.4/4.4 than 15.0./ TTokazarens npuemiemoctu (AV)
JI03HPOBAHHUS ' ’ JloJkeH 6bITh He Gonee 15,0.
11 | Assay / KonndecTBeHHOE Between 4.75 mg and 525 mg of
ompeaeneHne 4.94 mg / 4,94mr levocetirizine dihydrochloride per tablet. /
Or 4,75 Mr go 5,25 Mr J€BOLETHPU3WHA
JUTHPOXJIopraa B TabneTke.

Remarks : The Product confirms to ND/
Ipumeuanne: IIpoaykT cooTBeTcTBYET TpeboBaHUsIM H/I =,

Conclusion : APPROVED /

3akmouyenue: OJOBPEHO
)

o

?pproved by: Manager/Executive /

Prepared by / Checked by / ,_
IoaroTosnero: 5$ HPUBQPBH(JCQ ,ﬁﬁ 1" Onobpeno: Meuemrep / Pykogogurennb

Date / 103305 Date / IIP@"%S

Hara: Jarta:

Dzie] AR SRSV e
Hara:




Dr.Reddy’s @¢

CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIU3A

'Product : Allerway film-coated tablets 5 mg

ponykr: Anntepraii tabnetki, MOKPLITEIE NIEHOYHOM 0BOAOMKO, 5 MT

Market / PuiHok : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /
: C2502 :
Cepun Ne 02188 Pasmep cepun " 1040300 Ta6
A i ; i
nalytical Report No. / + 890001797987 Date of Analysis / . 10/03/2025

AHAJUTHYECKHH oTueT No

JaTa anaausa

Date of Manufacture / . Date of Expiry /
Jara npoussoacrea + 30/01/2025 Tomen 10 : 31/12/2027

Mfg. License No. / = S—
Mpouseoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)

anueninsg Ne

Analysis performed according ND No / Anain3 nposeaen no HJ| Ne: JIIT-Ne(001333)-(PT’-RU) dt. 15.11.23 /

JII-Ne(001333)-(PT-RU) or 15.11.23

Page5of 6/ Crp.5m3 6

12 | Packaging / YmakoBka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / ITo 10 Tabnetox B |/ Ilo 7 mmm 10 rtabnerox B Gmuctep u3
6macrep u3 (ITA/AJITIBX) donbru | (TIA/AJ/IIBX) ¢onsrn /  adroMHHUEBOI
/' amomunueBoit Gonsru. ITo 3 | domsru. Io 1, 2 wnu 3 6nucrepa BMmecte ¢
OnucTepa BMECTE ¢ HHCTPYKLMEH 110 | HHCTPYKLHeH [0 MPUMEHEHHIO (TMCTKOM-
NPUMEHEHHIO (MMCTKOM- | BKJIAABIIEM) B IAYKY KAPTOHHYIO.
BKJIAZBIIEM) B NTAUKY 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.
* ITpoBOANTCA NPOM3BOINTENIEM MPH BBITYCKE NEPUOINUECKH (C MHTEPBATIOM ONHO Hcmbrranne Ha 10 cepuit unv He menee 1 pasa B rox).

[Tokasarens MoxeT GBITH HE BKITIOUEH B CepTU(UKAT aHan3a GPUpMB!

API name / HaumenoBanue A®C:

Levocetirizine dihydrochloride / JleBoueTnpH3MHa AUTHAPOXTIOPHT

Levocetirizine / JIeBoLeTHPU3AH

Homep cepun cybcTannuu
npouzsogutes I'JID:

INN / MHH:

API manufacturer batch number / ACRH004106
Howmep cepuu npousBogutensi ADC:

FP Manufacturer API Batch number / FCRA02759

API Manufactured by & country /
Ipouseoaurteab APC, ctpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Peanu’c JlaGopatopnc JIth., Maans

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
gaknmqeﬂne: OAOBPEHO

Prepared by / Checked by ﬁgfcj’/’/f/_ [ Approved by: Manager/Executive /
Moarorosaexo: 4/ I[TposepeHo; é-—f”" Onobpeno: Menemxep / PykoBOAHTENb
Date / | , - 03 - w )/L,-—— Date./ ’ ];—% ~ 2%5 Date./ “ 3 ,-\_9\){-
Hara: Jara: Jata:
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Dr" Reddy S ‘.. CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Eroduct : Allerway film-coated tablets 5 mg

Mponyxr: Annepsaii TabneTkn, NOKPLITHIE MIEHOYHOM 0BONOMKOIL. 5 Mr
Market / Pernox : Russia/ Poccus
Batch No. / ) Batch Quantity / 1040300 tab /
| Cepusi No ey Passmep cepuu " 1040300 tab
A i : i
nalytical Repourt No./ . 890001797987 Date of Analysis / . 10/03/2025
AHaxuTHyecKMii oTdeT Ne Hara ananuza
Date of Manufacture / . Date of Expiry / )
o ——— : 30/01/2025 Tonen 10 : 31/12/2027
Mfg. License No. /
[MpouseoacTBennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jensus Ne
Analysis performed according ND No / Anasms nposeaen no HJI Ne: JITI-Ne(001333)~(PT-RU) dt. 15.11.23 /

(JII-No(001333)~(PT-RU) ot 15.11.23

Page 6 of 6/ C1p. 6 u3 6

] . Survey Ned1, (Formulations Technical Operations - Unit-IIT),
glgl::::sg l;:flslzi?l;t:i::l/zét(:zltlrljlosf:: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupa'lly (M), Medchal-Malkajgiri (Distr.), Telangana
Haumeronause, axpec i HoMep State, India (License No 59/RR/AP/97/F/R)

E— n.rlonia}:ucn Yuactok Ne 41, (TTpoussoncTeenHoe noapaszaenenue-1Il), bauynanny
66 e HiEH ’ Bunnamk, bauynanmn Manpan, Meguan Mankamxrupu JJucTpukT,

/ bauynanu (B), bauynannan (M), Meguan-Mankamkrupu (IT), mrat
T POH3BOACTBO/KOHTPOIE Tenanrana, Muaus (Jluuenzus Ne 59/RR/AP/97/F/R)
kavecTBa/Beimyck I'JI® /

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.

3aKno4yeHne 0 COOTBETCTBHU: «HacTosuM st moaTBep ka0, 4To NpUBEACHHAs BbIllle HHPOpMaLHs ABJISIETCS] JOCTOBEPHOM
1 TOYHOMN. DTa Cepust MPOAYKIMH NPoU3BeaeHa (BKIFOUasl YIaKOBKY (MapKUPOBKY) U KOHTPOJIb KaueCcTBa) Ha BbIIIEYKA3aHHOR
MPOU3BOACTBEHHOM muowanke (MIOWaJKax) B IOJHOM COOTBETCTBMHM ¢ TpeboBanusimu IlpaBun Hamiexameh

npousBoAcTeeHHoit mpaktuku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeboBaHHUSAMYM KOHTPOJIS Ka4yecTsBa
JIEKAPCTBEHHBIX CPEICTB, a TAKXKEe B COOTBETCTBUH CO CNELM(HKALMAMH, COAEPKALIMMUCS B PErHCTPALIHOHHOM JIOCHE
CTPaHBI-UMIIOpPTEpA. 3amHCH MO MPOM3BOACTBY, YNMAKOBKE M aHAIM3y TNpPOBEPEHBI, W YCTAHOBIEHO HMX COOTBETCTBHE

TpeboBanusM [IpaBun HaasexauleH NPOU3BOACTBEHHOM IPAKTUKH.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
Zaxmouenne: OJOBPEHO

Hpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBanuam HJI

A

o) i
Prepared by / Checked by / - o 2 LApproved by: Manager/Executive /
[Moxrorosnexo: é/ Hposepeno;c?s-j(f&/c/ Onobpeno: Menemxep / wonnTenb

Date / | |~ o\g~w5 Date / \\ -3 ~

Jara:

Date / g
0 v LD
Hara: o3 Jara:




