@
 Dr.Reddy’s Q,‘o’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIA3A

Product : Allerway film-coated tablets 5 mg

Ilpoayxr: Anyepsaii TabNeTKH, NOKPHIThIE TUIEHOYHOH 060JI0YKOIH, 5 MT

Market / Peinox : Russia / Poccust

Batch No. / i Batch Quantity / . 1040300 tab /
Cepusi Ne  E2512984 Pasmep cepun * 1040300 Tab
Analytical Repo“rt No./ . 890001845069 Date of Analysis / . 31/10/2025
ABanuTuyeckuii otyer Ne JlaTa aHa/u3a

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028

Jata npou3BoacTBa I'ogeH po

Mifg. License No. /

IIpousBoacTBeHHAs : 59/RR/AP/9T/E/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
anueH3ust Ne

Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) or 15.11.23

Page1of 6/ Crp.1u36

Ne Test / IloxazaTesan Result / PesyabTaThl

Specification / Hopma

1 | Appearance/ Onucanune 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. / OBaJibHBIE
JBOSIKOBBITTYKJTbIE TabNeTKH,
MOKPEBITBIE TUIEHOYHOH 000104KON
Oenoro 1BeTa, ¢ OJHOW CTOPOHBI
rajKue, Ha Jpyrod CTOpOHE
rpasupoBka «R 5». Ha nonepeuynom
pazpese sapo 6enoro nBeTa.

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. / OBaJIbHbIE TBOSIKOBBIMYKJIBIE
TabJIeTKH, TMOKPBIThIE MIEHOYHOH 0OOIOYUKOM
fejoro MM MOYTH 6eNloro IBeTa, ¢ OJHOM
CTOPOHBl TIJIaJIKWE€, HAa APYrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom paspese
SOpo OT 6eIoro Ao nouTH 6eJ0ro 1BeTa.

2 | Identification Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CooteercTByeT TpebOBaHUAM chromatogram of test solution should comply
HUpenTundukanus with the retention time of the main peak in the
JleBoneTHpHU3NH chromatogram of levocetirizine

dihydrochloride reference standard solution
(section “Assay”). / Bpemsa ynepsxuBaHUA
OCHOBHOTO NOMKa Ha  XpoMmarorpamme
HCTIBITYEMOTO pacTtBopa JIOJDKHO
COOTBETCTBOBaTh BPEMEHH  YIEPXKUBAHHS
OCHOBHOTO ITHKa Ha XpOMaTorpaMMe pacTBopa
craHmaptHoro ofpasua JEBOLETHPU3MHA
quruapoxyopuna (pazaen «KomuuecTBEHHOE
onpenencHue).

Remarks : The Product confirms to ND/
Ilpameuanue: [IponykT coorsercTByeT TpeboBanusm HJ|

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[oarorosieHo: é& IIposepeHo: @ Onobpeno: Meueszkep / PykoBoautens
Date / s Date / — | Date/ = e
JlaTa: 3\ <~\0 ~WA% Jlara: ‘S\(\D s Hara: Bl Pl &




. Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS
CEPTUD®HUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Mpoayxr: Anneppaii TaBieTin, NOKPBITHIE TIEHOYHON 060109KOMH, 5 Mr
Market / PoiHok : Russia / Poccus
Batch No. / . 2512984 Batch Quantity / : 1040300 tab /
Cepus Ne Paszmep cepuu 1040300 tab
Analytical Repourt No./ . 890001845069 Date of Analysis / . 31/10/2025
AHanuTHYeCKHIt oTyeT Ne Jdata ananusa
Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028
JlaTa npousBoacTBa Togen oo
Mfg. License No. /
Hpoussoacreennasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHIeH3nsa Ne
Analysis performed according ND No / Auaaus uposenen no HJ| Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page2 of 6/ Crp.2 u3 6

3 | Average weight /
Cpennsis macca

133.69 mg / 133,60 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 /

3min/ 3 MuH

Not more than 15 min / He 6omnee 15 mun

PacnagaeMocTh
5 | Dissolution / PacTBopeHue Unit-1/ Ta6ur.-1 99 % NLT 80% (Q) of label claim of levocetirizine
Unit2 / Tabia 98 % 0d1hydrochlor1de after 20 min. / He menee 80
% (Q) OT HOMHMHATBHOIO COAEPXAaHHUS
Unit-3 / Tabn.-3 95 % JIEBOLIETUPU3NHA OUruApoxnopuaa vepes 20
Unit-4 / Ta6n.-4 9% |
Unit-5 / Ta6n.-5 94 %
Unit-6 / Tabn.-6 98 %

6 | Related Substances / PoacrBennble NpHMecH

Impurity A / Ilpumech A

Impurity B / [Tpumecs B

Impurity C / ITpumecs C

Not detected / He obHapyxeHa

Below LOQ (LOQ =10.008 %) /
Hwxe npenmena KOJMYECTBEHHOTO
onpegenenus (ITKO = 0,008 %)

Not detected / He 06HapyxeHa

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

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

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

Remarks : The Product confirms to ND/
[Ipumeuanne: [TpoayxT cooTBeTCTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ioarorosnexo: IIposepeHo: @ Onobpeno: Meneukep / PykoBoautens
Date / — Date / — Date / -

Jara: A 10204 Jlara: 31~ 205 Jara: Xt/ D %74/




' Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHDHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
HponykT: Annepsaii TabeTkn, NOKPEITHIE TUIEHOYHOM 060104 Ko, 5 MI
Market / PoiHok : Russia / Poccus
Batch No. / ) Batch Quantity / . 1040300 tab /
Cepust Ne _—— Pa3mep cepuu * 1040300 Ta6
Analytical Repovrt No./ . 890001845069 Date of Analysis / . 31/10/2025
AHajguTHYecKHii oTyeT No Hara anannsa
Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028
JaTa npouM3BOACTBA TI'open o
Mfg. License No. /
IIpousBoacTBeHHAs : 59/RR/AP/9T/EF/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JINeH3us Ne
Analysis performed according ND No / Ananus nposenen nmo HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page3 of 6/ Ctp.3 u3 6

Impurity D / IIpumecs D

Impurity E / [pumecs E

Impurity F / T[Tpumecs F

Impurity RCT-3 / TIpumech
RCT-3

Any individual unidentified
impurity / Jlro6as equHHYHAS
HenAeHTHOULHPOBAaHHAS
MIPUMECH

nopora

0.01%/0,01%

0.02%/0,02%

Not detected / He obHapyxeHa

0.06% / 0,06%

Below BDL (BDL= 0.05 %) / Huxe

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 %

peructpauu (TIP =0,05 %)

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

‘Total impurities /
CymMa npumeceit

0.1 %/0,1 %

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

Chiral purity / XupaasHas Not

YHUCTOTA

detected / ne obHapyxeHa

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/

IIpumeuanne: [IponykTt cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroropneHo: IIposepeHno: L@_ OpobpeHo: Mcgcmkep / PykoBoguTens
Date / Date / Date / =

| = I = == %
Hara: 8‘ —~10 ~ ‘2/974/ Hata: 3\-1D-L0US Hara: o e Q/'r




@
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CERTIFICATE OF ANALYSIS

CEPTUO®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IpogywT: Annepsaii Tabneriky, NOKPHITEIE MIIEHOYHOH 06010UKOH, 5 Mr

Market / PoinoK : Russia / Poccus

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

Cepus Ne FC2LEd Pasmep cepun * 1040300 Tab

Analytical Repo“rt No./ . 890001845069 Date of Analysis / . 31/10/2025
AHajiuTHYeCKHi oTyeT Ne JaTta anajuza

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028

Jarta npousBoacTea Topen oo

Mfg. License No. /

IIpoussoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
Jnuen3us Ne

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

Page40of 6/ Crp. 4 u3 6

8 | Loss on drying / ITotepst B 29%/29% Not more than 6.0 % / He 6onee 6,0 %
Macce IpH BbICYIUMBAHUH
9 | Microbiological purity*/ Mukpo6Hosoruyeckast 4ucTora*

a) Total Aerobic Microbial
Count / Ob1uee yucno
a3pOoOHBIX MUKPOOPraHU3MOB

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 / O61mee yucio
JPOMOKEBBIX U MIIECHEBBIX
rpubos

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

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

¢) Escherichia Coli

Absent in 1 gram /
OtcyrctByeT B 1 T

Shall be absent in 1 gram /
OtcyrcTBHE B 1 T

10

Uniformity of dosage units /
OaHOpOaHOCTH
JO3HPOBAHHUSA

2.8/2,8

Acceptance value (AV) should not be more
than 15.0./ TTokasaTenp npuemieMoctu (AV)
[oJbKeH ObITh He Ootee 15,0.

11

Assay / KonuuecTBeHHOE
onpeesIeHne

4.89 mg /4,89 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mMr po 5,25 Mr neBoUETMpU3MHA
JMTHIPOXJIOpUJIA B TabIETKE.

Remarks : The Product confirms to ND/
Ipumeyanue: [IpogykT cooTBeTcTBYET TpeboBaHuaM HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

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

IloarotosneHo: ITposepeHno: @ OpobpeHo: Menezm;e / PykoBoauTens
Py

Date / e Date / 1 e S Date / ' _ 2024

Jara: 2\ WA Jlara: A = Hara: TI—10




Dr.Reddy’s Qf

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Hpodyxr: Annepeaii TabieTkH, OKPBITIE TNIEHOUYHON 060I04KOM, 5 MT

Market / Poinox : Russia / Poccus

Batch No. / ] Batch Quantity / . 1040300 tab /
Cepus Ne P C2512984 Pazmep cepun " 1040300 a6
Analytical Repovrt No./ . 890001845069 Date of Analysis / . 31/10/2025
AnanauTudveckmii oTyet Ne JaTa ananauza

Date of Manufacture / . 23/09/2025 Date of Expiry / . 31/08/2028
Jata npousBoacTea N Tomen mo

Mfg. License No. /

IlponzBoacTBeHHAS : 59/RR/AP/97/F/R

JuneHzua Ne

MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)

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

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

PageS5of 6/ Crp.5u36

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / ITo 10 tabmetok B
6mucrep u3 (ITA/AJUTIBX) donbru
/ amomuHueBoi Qoneru. Ilo 3
6yrcTepa BMECTE C HHCTPYKIHEH MO
MpUMEHEHHIO (ncTrKOM-
BKJI/IbIIIIEM) B MMAYKY 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 vnn 10 rtabnetox B GnuicTep H3
(ITA/AJUTIBX) <domeru / anoMHHHEBOM
tdomeru. Tlo 1, 2 unu 3 6nucrepa BMecTe ¢
HHCTPYKUMEH MO NpUMEHEHUIO (JIMCTKOM-
BKJIAJBINIEM) B AYKY KaPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [TIpoBOANTCA NPOU3BOOUTENEM TIPH BBIMYCKE MEPHOANYECKH (C HHTEpBAJIOM OIHO HcneiTaHue Ha 10 cepuit uin He MeHee | pasa B roxn).

TMoka3saresns MOXKET OBITH HE BKITIOUEH B CEPTU(QMKAT aHaTH3a QUPMBI

* 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).

’XPI name / Hammenosanue ADC:

Levocetirizine dihydrochloride / JleBonieTupuanna JUriApOXJIOpul

Levocetirizine / JleBoueTupu3uH

f—

Howmep cepuu cybcTaHuun
npoussoguTtens I'JId:

INN / MHH:

API manufacturer batch number / ACSHO001894
Howmep cepun npoussoautes ADC:

FP Manufacturer API Batch number / FCSA01102

Hpouseoantear ADC, ctpana:

API Manufactured by & country /

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu’c Jlaboparopuc JIta., Unans

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoxykT cooTBeTcTBYeT TpeboBanusm HJ

Conclusion : APPROVED /
3axmoyenne: OJOBPEHO

Prepared by /

Hourommm%

Checked by /
IIpoBepeHo: @

Approved by: Manager/Executive /
Opobpeno: Mene,amel) / PyxoBoaurens

-~

Date / 9 ._\oku/

Jara:

Date /
Jara:

N~ oLS

Data T)—td — 2024

JaTa:




Dr.Reddy’s ‘,‘o

CERTIFICATE OF ANALYSIS
CEPTUO®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

TIpoayxr: Anepsait TabieTKH, MOKPBITHIE NIEHOYHOH 060JI0YKO, 5 MI

Market / Peinox : Russia / Poccus

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

Cepus Ne - G Pasmep cepuu 1040300 Tab

Analytical Repo“rt No./ . 890001845069 Date of Analysis / . 31/10/2025
AHannTuyecKui oTyer No JaTa ananuza

Date of Manufacture / . Date of Expiry /

A —— : 23/09/2025 Tonen a0 ] : 31/08/2028

Mfg. License No. / B
IponsBoncTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT-RU)
JuueH3us Ne

Analysis performed according ND No / Anaau3 nposeaen no HJ[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITT-N2(001333)-(PI'-RU) ot 15.11.23

Page6of6/Crp.6u3 6

i Survey Ne41, (Formulations Technical Operations - Unit-IIT),
Ilj;n;:;lf:; ii?ls;iilglt:i(t):l/zét;zltlrl\ollosf:: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri DistlI'i)ct,
Rilease site / Bachupally (V), Bachupa}ly (M), Medchal-Malkajgiri (Distr.), Telangana
Hanmenosanne, apec i HoMep State, India (License No 59/RR/AP/97/F/R)
AR T ou;azum Vuacrok Ne 41, (TIpousBoacteenHoe noapasaenenue-11), Bauynanmm
ocymecTBasOmEi ’ Bunnamx, bayynanam Mangan, Meauan Mankamkrupu JJACTpUKT,
NPOM3BOACTBO/KOHTPOJIbL Bauynannu (B), batynanm (M), Menuan-Manxamkrupy (JI), mrat

Tenanrana, Manus (JIuuensus Ne 59/RR/AP/97/F/R)

KayecTBa/Boinyck 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.

3aKkiIo4eHHe O COOTBETCTBUM: «HacTOSAMM 5 MOATBEPXKAAIO, YTO NPUBENCHHAS BhIIIe HHGOPMALUS SBISETCS HOCTOBEPHOM
U TOYHOH. DTa cepus mpoayKUHH Mpou3BeaeHa (BKI0Yas ynakoBKy (MapKHPOBKY) H KOHTPOJIb KA4ECTBa) Ha BBILICYKa3aHHOM
IIPOM3BOACTBEHHON miomwagke (MUIolaaKax) B TMOJHOM COOTBETCTBHM ¢ TpeboBaHusiMu IlpaBun Haanexaiieit
npou3BoACTBeHHOM mnpakTuku (NeGMP-01887/21/IN or 28 ampens 2021) u TpeGOBaHUSIMH KOHTPOJIS KauyecTBa
JIEKapCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBUU CO CMEUM(UKALUSIMH, COAEPIKAIIMMHUCS B PETHCTPALIMOHHOM J0ChE
CTpaHbI-UMIIOpTEpa. 3amiCH 10 HPOU3BOJICTBY, YNMAKOBKE M AHAIW3Y NPOBEPEHBl, W YCTAHOBJIEHO UX COOTBETCTBHE

TpeboBanusM [IpaBun Haanexaleil mpou3BOCTBEHHOMN MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeyanue: IlponykT cooTBeTcTBYeT TpeboBanmsiM H/J 3akmovyenue: OJJOBPEHO

Prepared by / i Checked by / Approved by: Manager/Executive /
IoarotoBnexo: 5 ITposepeHo: Z@ Onobpeno: Meunemiep / PykoBoaurennb
Date / ~ | Date/ Date / L

Jlara: 3\ a - S Jlara: Qo 2028 JlaTa: X1~ 7024




