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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIH3A

[Product : Allerway film-coated tablets 5 mg
[Mpoayxr: Annepraii tabreriu, NMOKPLITHIE NIEHOYHOMH 0005101K0I, 5 MT

Hata npoussoacrsa

Tonen no

Market / Puinox : Russia / Poccus

Batch No. / . (2512981 Batch Quantity / . 1040300 tab /
Cepust Ne ) Pazmep cepun " 1040300 126
Analytical Report No. / . Date of Analysis / .
AHaanTHYeCKHIT oTyeT Ne =E20001845120 Hara ananunza # 317102025
Date of Manufacture / © 23/09/2025 Date of Expiry / . 31/08/2028

Mfg. License No. /
IIpoussoncreennas
Juuens s Ne

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

MA number: / Homep PY :

JII-Ne(001333)-(P-RU)

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

Analysis performed according ND No / Ananus nposeae no HJI Ne:

JIT-Ne(001333)-(PT-RU) dt. 15.11.23 /

— S

Pagel1of 5/Crp.1m3 5

No | Test / Iloka3aTenn

Result / PesyabTaTsl

Specification / Hopma

1/ Appearance / Onucanue

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. / OBanbHbIE
JBOSIKOBBITTYKJIBIE tabnerkyu,
TIOKPBITBIE IUIEHOYHOU 0060J1049KO0ii
Genoro 1Bera, ¢ OJHOM CTOPOHEI
rIafkde, Ha Jpyrod  CTOpoOHe
rpasuposka «R 5». Ha nonepeunom
paspese sapo 6esoro upera.

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. / OBajbHsle JBOSIKOBBITYKIThIE
TaBNeTKH, TOKpBITBIE MICHOYHONH 06OI0UKOi
Genoro wim moutu Gejoro UBETa, C OMHOMI
CTOPOHBI  FMAAKHE, Ha Apyroii  crTopome
rpasipoBka «R 5». Ha monmepeunom paspese
AP oT Genoro a0 NovTH HeNoro 1BeTa.

Identification
Levocetirizine/
HUnenrnduxanus
JleBoueTupuszun

Complies as prescribed /
CootBetcTBYeT TpeboBaHUAM

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 YAep>KUBaHHsI
OCHOBHONO ~ MHKa Ha  XpoMaTorpamme
HCTIBITYEMOTO pacTBopa JIOJDKHO
COOTBETCTBOBaTb  BPEMEHH  YAEPNHMBAHHS
OCHOBHOIO [IHKa HA XpPOMATOr paMMe pacTBopa
CTaHZapTHOro  oOpasua  JIEBOLETHPU3MHA
murupapoxinopuaa (pazgen «KonnuectBennoe
OIIpECTICHUEY).

Average weight /
Cpennss macea

134.94 mg / 134,94 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr =4 % (ot 127,92 1o 138,58 mr)

Disintegration /
PacnagaemocTtn

3 min/ 3 MuH

Not more than 15 min / He 6onee 15 muu

Remarks : The Product confirms to

ND/

Hpumeuanne: IpogyxT coorBeTcTBYET TpeboBanusam H]I

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive /
[loaroroBnexo: @f“”/ IporepeHro: Onobpeno: Menexep / PykoBoantenn
Date / Date / 1-\D0LS Date / 230 ~2rS
Jara: R\ e’ il Jara: g1~ Jara:
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CERTIFICATE OF ANALYSIS

CEPTHD®HUKAT AHAJIH3A

Product : Allerway film-coated tablets 5 mg

Mponyier: Amnepssii TaGnerki, HOKPBIThIE IVIEHOYHOH 060104 K0f, 5 Mr

anuensng Ne

Market / Poinox : Russia / Poccus
Batch No. / . Batch Quantity / 1040300 tab /
: C2512981 H
Cepns Ne Pazmep cepun 1040300 ta6
Analytical Repovrt No./ . 890001845120 Date of Analysis / . 31/10/2025
AHRanHTHYecKHit oTueT No Jata anannza
Date of Manufacture / + 23/09/2025 I?ate of Expiry / : 31/08/2028
Jara nponssoacrsa INogen go
Mfg. License No. /
IIpousBoacTeBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PT-RU)

A
LJ'll'les(001333)-(l’l_-RU) or 15.11.23

nalysis performed according ND No / Ananus nposenen no HJ Ne: JIII-Ne

(001333)-(PT-RU) dt. 15.11.23 /

Page2 of 5/ Crp.2 w3 5

5 | Dissolution / Pactropenne Unit-1/ Ta6i.-1 97 % NLT 80% (Q) of label claim of levocetirizine |
Unit2 ) Tabra 999, 0d1hydrochlor1de after 20 min. / He menee 80
o (Q) oT HOMHHaNBHOrO colepkanus
Unit-3 / Ta6n.-3 98 % JICBOLETHPH3MHA JUTHAPOXIOpHAA Yepe3 20
Unit-4 / Ta6n.-4 %% |
Unit-5 / Ta6n.-5 95 %
Unit-6 / Ta61n.-6 97 %
6 | Related Substances / PoxcTeennbie mpumecu
Impurity A / ITpumecs A Not detected / He 06HapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / ITpumecs B Not more than 0.4 % / He 6onee 0,4 %
Below LOQ (LOQ =0.008%) / Huxe
npeziena KONHUECTBEHHOTO
onpenenenus (IIKO =0,008%)
Impurity C / IIpumecs C Not more than 0.4 % / He 6onee 0,4 %
Not detected / He o6HapysxeHa
Impurity D / ITpumecs D Not more than 0.4 % / He 6oiee 0,4 %
0.01 %/0,01%
i _
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumewanne: ITponykr cooTBeTcTBYET TpeGoBauusam HJT 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / &_ﬂ.ﬂ-ﬂ
IToarorosneno: Q/‘(—‘\l’/*"’ IIpoBepeHo: Z@ Onobpeno: Menemkep / PykosoanTens
Date / . Date / ~—— | Date / 2\ O
Hata: U\ ® S IaTa: NaTalulgZelsS JlaTa:
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

[Product : Allerway film-coated tablets 5 mg

IMpoayxr: Aniepesii TaGAeTKY, MOKPHITHIC MEHOYHOM ofonoukoii, 5 mr

Market / Psinok ¢ Russia / Poccus

Batch No./ . C2512981 Batch Quantity / . 1040300 tab /
{Cepra Ne Pasmep cepun 1040300 ta6
Analytical Report No. / . Date of Analysis /

AHasTHYECKHIT oTueT Ne + 890001845120 Jata anannsa : 31/10/2025
Date of Manufacture / X Date of Expiry /

A ——— : 23/09/2025 Tonen %o : 31/08/2028
Mfg. License No. /

IpoussoacTEenHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)
JuueH3us Ne

Analysis performed according ND No / Anasns nposesen no HJ Ne: JITI-Ne
JUT-No(001333)-(PT-RU) or 15.11.23

(001333)-(PT-RU) dt. 15.11.23 /

Page3 of 5/ Crp.3 u3 5

| Impurity E / TIpumecs E 0.03%/0,03%

Tmpurity F/ Tpamecs F Below LOD (LOD = 0.014 %) /
Hwuxe npenena o6uapyxeunus (IO
0,014 %)

Impurity RCT-3 / TIpumecs

RCT-3 0.05% /0,05%

Any individual unidentified

impurity / Jlrobas eanununas |Below BDL (BDL= 0.05 %) / Huxe

Not more than 0.4 % / He 605ee 0,4 %

.

Not more than 0.4 % / He Gosnee 0,4 %

Not more than 0.30 % / He 6os1ee 0,30 %

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

CymMa nipuMeceii

HEMJACHTU UM POBaHHAS nopora peructpauud (TP =0,05 %)
OpUMeECh
Total impurities / 0.1 %/0,1% Not more than 1.5 % / He 6onee 1,5 %

7 | Chiral purity / Xupanrnas  |Not detected / He 06HapyxeHa
YHCTOTA

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

8 | Loss on drying / IToTeps B 2.6 %/ 2,6 %
Macce IPH BbICYIIMBAHMH

Not more than 6.0 % / He 6onee 6,0 %

9 | Microbiological purity*/ Mukpo6uosoruueckas yacToTa*®

a) Total Aerobic Microbial Less than 10 CFU/g/
Count / O61ee uncio Menee 10 KOE/r
a3poBHBIX MUKPOOPraHH3MOB

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

Remarks : The Product confirms to ND/
Hpumeyanue: IIpogykT coorBeTcTBYeT TpeGoBanusm HJ|

Conclusion : APPROVED /
3akiouenne: OJJOBPEHO

Prepared by / ) Checked by /
IoarorosneHo: @L/’ ITposepeno: A@

Approved by: Manager/Executive /
Onobpeno: Menemxep / PykoBonurers

Jara: Jlara:

Dt/ o\ ror ™ D9y rone

Date / 2Z\0 —YoUR”

Jara:
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJIM3A

>roduct : Allerway film-coated tablets 5 mg

MICHOYHOR 0boouKof, 5 Mr

P
MpoayrT: Annepesii TabneTkn, MOKPLITHIC

Market / Poinok

¢ Russia / Poccus

I%atch No./ . C2512981 Batch Quantity / . 1040300 tab /

Cepusi Ne Pasmep cepun 1040300 Ta6

Analytical Report No. / . Date of Analysis /

AHasuTuYecKHil 0TYeT No : 890001845120 Jara ananuza : 3171072025

Date of Manufacture / . Date of Expiry /

ara nponzsogcrsa i k) Iogen no P 31/08/2028

Mfg. License No. /

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

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

Analysis performed according ND No / Anaaus nposegen mo HJ Ne: JIII-,

%(001333)-(PT-RU) dt. 15.11.23 /

|

[ [b) Total Combined Yeast and

moulds count / O6wiee yncio
JPOMOKEBBIX H MIECHEBBIX
rpubos

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

Page4 of 5/ Crp. 4 u3 5
Not more than 10° CFU/g /
He €onee 10 KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcyretByer B 1 1

Shall be absent in 1 gram /
OtcyrcrBHE B 1 T

10 | Uniformity of dosage units /
OqHOPOXHOCTH T03MPOBAHMS

5.1/5,1

Acceptance value (AV) should not be more
than 15.0./ ITokasarens mpuemnemocty (AV)
ZOJoKeH OBITh He (osiee 15,0.

11 ‘ Assay / KosnyecTBeHHOE
onpeaeseHne

4.85 mg/ 4,85 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr mo 5,25 wmr JEeBOLETHPU3HHA
JUTHAPOXJIOpH/IA B TableTKe.

12 | Packaging / YuakoBka

10 tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / Tlo 10 Ttabmerok B
6muctep u3 (ITA/AJU/TIBX) donsru
/' amomuHHeBo# Qoneru. Ilo 1
6aMCTEPY BMECTE C MHCTPYKIMEH 110
NPUMEHEHHIO (mucTkom-
BKJIAZBIIIEM) B Ia4Ky KAPTOHHYIO.

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

/ o 7 wumu 10 TaGnerox B 6mucrep u3
(ITA/AJI/TIBX) ¢oneru /  amoMuaHHEBOIH
¢oneru. Ilo 1, 2 unn 3 6nucrepa BMecTe ¢
MHCTPYKLIHEH IO TNPUMEHEHHIO (JIMCTKOM-
BKJIAJIBIIIIEM ) B TIAYKY 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.
* TIpoBOAUTCS NPOM3BOAHTEIIEM NIPH BBIMYCKE MEPHONUYECKH (C MHTEPBAIOM OIHO HCTBITaHHe Ha 10 cepHii Ui He MeHee

1 pa3a B ron).

IokazaTens MOXeT ObITb HE BKJIIOYEH B CepTHMUKAT aHaIu3a GHPMBL.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/

IIpumeqanne: [IpoaykT coorBeTcTBYET TpeGoBanusM HJT 3akmouenne: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
TlearorosneHo: Cp—z_,//' IIposepeHo: L@ Onobpeno: Menemxkep / Pykosoanrens
Date / ¢~ | Date/ ‘ Date / 2=V
Jara: g\ el e Jara: A0 WS Jara: |
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A

[l’rntluct : Allerway film-coated tablets 5 mg

HpoaysT: Amiepesii TabneTkn, NOKPHIThE MIEHOYHO 060a04KoIH, 5 Mr

Market / Poinox : Russia / Poccus

Batch No. / . C2512981 Batch Quantity / . 1040300 tab /
Cepusn Ne Pazmep cepun " 1040300 Tab6
Analytical Report No. / . Date of Analysis /

AHanuTHYecKnit oTyeT No AE20001845120 JaTa anaauza : 3171072025

Date of Manufacture / . Date of Expiry /

Miira GidiiiRancre 1 23/09/2025 Conex jio : 31/08/2028

Mfg. License No. /

IponusBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)~(PT-RU)
Jmnensus Ne

Analysis performed according ND No / AHanus npoBeges no HJI Ne: JII-Ne(001333)-(PT-RU) dt. 15.11.23 /

JIT-No(001333)-(PT-RU) ot 15.11.23

Page5of5/Crp.5m3 5

API name / HaumenoBaune ADC: Levocetirizine dihydrochloride / Jlerouernpusuna JHMHAPOXJIOpUA
INN / MHH;: Levocetirizine / Jlesouerupusus
API manufacturer batch number /

ACSH001899

Howmep cepuu upoussoantens ADC:
FP Manufacturer API Batch number /

Howmep cepun cyGeranuun FCSAO01103
nponssoaurens I'JIM:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
Hpoussonurens ADC, crpana: H-p Pennw’c Jlaboparopwuc JItn., Unnus

. Survey Ne41, (Formulations Technical Operations - Unit-IIT), Bachupall

N dd th tion N . > pally

F}?Tne;:u fal:t:fls;iilgl si(t): l/Zé(:(r):tlrolosg): / Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),
Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

Release site /

HaumenoBanne, anpec u Homep No 59/RR/AP/97/F/R)

JTHUEH3HH MLTOMAIKH, Yuacrok Ne 41, (TTponssoacteennoe noapasnenenie-II), Bauynanm

ocymecTB SO B:mnanxc, Baqyr{gnrrl-l Mﬂl-f.-‘l_ilﬂ, Menuan Mankamkriapn JIncTpukr,

NPOH3BOACTBO/KOHTPOTE bauynannu (B), bauynanmi (M), Mexuan-Mankamkrupn (J1), wrar
Tenaurana, Unans (Jlunensus Ne 59/RR/AP/97/F/R )

KavecTBa/BoInyck I'JID /

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.

3aKTio4eHHe 0 COOTBETCTBHH: «HacToAuM 51 moaTBEpXkAal0, YTO MPUBEAEHHAS BbILIE HHMOPMALHS SBISETCS JOCTOBEPHOM
¥ TOUHOMH. DTa cepusi IPOAYKLMH NPOU3Be/ieHa (BKIIFOYas YaKOBKY (MAPKHPOBKY) U KOHTPOIb KAUECTBA) Ha BhIIIEYKa3aHHO
NPOU3BOJACTBEHHON IUIOIaAKe (IUIOIlAagKaXx) B IIOJHOM COOTBETCTBHHM ¢ TpeboBanusamd [IpaBun  Hamsexaiei
npousBojACTBEHHOH mpakTukn (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeGOBaHMSAMU KOHTPOJS KayecTBa
JIEKapCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBHHM CO CHEUM(HUKALMAMH, COOCPKAIUMHUCS B PErHCTPAIMOHHOM [OChE
CTpaHbI-UMIIOPTEpa. 3amkcH IO JNPOU3BOACTBY, YNMAKOBKE H aHANW3y IIPOBEPEHBI, M YCTAHOBJIEHO HMX COOTBETCTBHE

Tpeboanuam [Ipasun Hagnexalieil NPOU3BOACTBEHHOM IPAKTHKH.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
3axmoyenne: OJJOBPEHO

IIpumeuanue: IIponykr coorBeTcTBYeT TpeboBanusm H]J

Prepared by / Checked by / Approved by: Manager/Executive /
ITéarorosneHo: (_a;_// TIpoBepeHo: % Onobpeno: Meuerep / PykoBoauTess

Date / 3\(_(0('),0'\6/ Date / 3,\r_)®(?/07/5— Date / 3‘_‘@._ wq/s"

Hara: Hara; Hara:




