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dy’s

CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
TpoayxT: Anneppaii TabneTku, NOKPLIThIE MICHOYHON 060JI0UKOH, 5 Mr

Market / Peinox

: Russia / Poccns

Batch No. /
Cepust Ne

: C2602849

Batch Quantity /
Pa3mep cepun

1040300 tab /
* 1040300 a6

Analytical Report No. /
AHaTuTHYECKHH oTueT No

: 890001871183

Date of Analysis /
Jlara anaansa

1 14/03/2026

Date of Manufacture / . 30/01/2026 Date of Expiry/ . 31/12/2028

Jlara nponssoacrsea Togen o

Mfg. License No. /

Tpou3sBoacTBeHHAas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)

nnuensus Ne

Analysis performed according to ND No / Ananu3s nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / Makersl nepBuuHoii ynakoBkH yreep:xaenst: 28.02.2023
Artworks of secondary package approved: / MakeThl BTOpnuHoIf ynakosku yreepsxaens:: 28.02.2023
PL approved: / JIB yreepsxaen: 28.01.2025

Page 1 of 5/Ctp. 1 u35

Ne Test / Hokasareanb

Result / Pesyabrarsl

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, / OsajbHble
JIBOSIKOBBHTYKJIbIE TAGACTKH, NOKPHITHIC
nieHouHolH 06010uKoH Gesoro UBera, ¢

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. / OBaJibHbIC JBOSKOBBINYKJIIbIE TabJETKH,
TOKPBITHIE [JIGHOYHOW 0boJoukoit Genoro unu
nouTH 6es0ro UBeTa, ¢ OAHONH CTOPOHLI PAANKHKE, HA

OAHOI CTOPOHBI rylajikue, Ha Jpyrod [apyrod  cropoHe  rpaBupoBka «R5».  Ha
ctopoHe rpaBupoBka «R  5».  Ha |monepeunom pazpese sapo or 6esioro 0 mouTH
ronepeyHoM  paspese sjupo  Gesoro |6enoro usera.

LBeTa.

2 | Identification / The retention time of the main peak in |The retention time of the main peak in the
Hpenrudurxanus the chromatogram of test solution [chromatogram of test solution should comply with
Levocetirizine / complies with the retention time of the [the retention time of the main peak in the
JleBoueTHpU3IHH main peak in the chromatogram of [chromatogram of levocetirizine dihydrochloride

levocetirizine dihydrochloride reference |reference standard solution (section “Assay™). /
standard solution. / Bpemst ynepxxvianusi |BpemMsi  yaepxusanisi  OCHOBHOIO  [HMKa  Ha
OCHOBHOrO IMKa HA XPOMaTOrpaMMe |XPOMATOrpaMMe HCIBITYEMOro pacTBOpa HOJDKHO
MCITBITYEMOrO PAacTBOPa COOTBETCTBYET |COOTBETCTBOBATH BpPEMEHH yIePHKUBAHUA
BPEMEHH YAEPHBAHHs OCHOBHOIO MHKa |OCHOBHOrO MHKAa Ha XpoMaTrorpaMme pacTsopa
Ha XpoMaTorpamme pacTBoOpa |CTaHIapTHOrO obpasna JIEBOLETUPU3MHA
CTaHaapTHOrO obpazua JeBoleTHpU3MHA | auruapoxiopuaa  (pasnen  «KonwmuecrseHHoe
JIUMH/IPOXJIOpHA. orpenesicHue).

3 | Average weight / 132.14 mg /132,14 mr 133.25 mg + 4% (between 127.92 and 138.58 mg)/
Cpennsist macca 133,25 mr+4 % (ot 127,92 no 138,58 mr)

4 | Disintegration / 3 min/ 3 muH Not more than 15 min/ He 6onee 15 mun
Pacnapaemocts

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

- dihydrochloride after 20 min./ He menee 80 %
Unit-2 / Ta6a.-2 94 % Y °(Q
OT HOMHHAJEHOTO COJEPXaHUs JIEBOLETHPHUINHA
Unit-3 / Ta6.-3 96 % | auruapoxnopuaa vepes 20 MuH.
[ Remarks : The Product confirms to ND/ Conclusion : APPROVED /

INpumeuanne: [poaykr coorscreTBycT Tpcbosanmsam 11

Jaxaouenne: OJOLPEIIO

Prepared by / (1 Checked by /
ITonr /pq*ei}neno o ' Hposepeno
f»// gt

-

Checked by (AQA)/
Tposepero (AOK):
i

g
&
<.

Approved by: Quality Assurance/Authorized person /
Opobpeno: ObecneueHue kauecTsa/OTBETCTBEHHOE JIMLIO!

;,,,ﬁ

Dar /
}IaTa.

(2062004

Date /

Dare/l2 o6~ 2026
Jlara:

JlaTa:

ya- 06 o
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VA CERTIFICATE OF ANALYSIS
CEPTHDOHKAT AIAJM3BA

Product : Allerway film-coated tablets S mg
IpoaykT: Anneppaii TabneTKY, NOKPLITLIE MICHOUHON 060J104KOi, 5 Mr

Market / Poinox : Russia / Poccus

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

Cepust Ne P C2602849 Pasmep cepuu * 1040300 tab

Analytical Repourt No./ . 890001871183 Date of Analysis / . 14/03/2026
AHajuTHYeCKHI oTyer No JlaTa anaansa

Date of Manufacture / . 30/01/2026 Date of Expiry / . 31/12/2028

JaTa npoussoacrea T'open o

Mfg. License No. /

TpousBoacTBeHHAS : 59/RR/AP/9T/F/R MA number: / Homep PY : JITI-Ne(001333)-(PT"-RU)
auueHsus Ne

Analysis performed according to ND No / Ananns nposeaen no HJ{ Ne: JITI-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / Makersl nepsuyHoii ynakosxu yreepuxaensi: 28.02.2023
Artworks of secondary package approved: / Makersl BTOPH4HOI YIAKOBKH yTBepsKaenbl: 28.02.2023
PL approved: / JIB yreepxaen: 28.01.2025

Page2of 5/Ctp. 2 m3 5

Unit-4 / Tabn.-4 91 %
Unit-5/ Tabn.-5 96 %
Unit-6 / Tabn.-6 95 %

6 | Related Substances / Poacreenubie npumecu

Impurity A / Tlpumecs A Not detected / He obHapyxkeHa Not more than 0.4 % / He 6onee 0,4 %

Impurity B / I'lpumecs B Below LOQ (LOQ = 0.008 %) / Huxe Not more than 0.4 % / He 6onee 0,4 %
fipesiena KoJIMueCTBEHHOro
onpenenenns (ITKO = 0,008 %)

Below LOD (LOD = 0.006 %) / Huxe

- i 1] 6 4 0,
npesiena obHapyskern (110 = 0,006 %) Not more than 0.4 % / He 6onee 0,4 %

Impurity C / Tlpumecs C

Impurity D / Tpumecs D 0.01%/0,01% Not more than 0.4 % / He 6onee 0,4 %

Impurity E / ITpumecs E Below LOQ (LOQ = 0.023 %) / Hixe Not more than 0.4 % / He 6onee 0,4 %
npe/esa KONMMUeCTBEHHOro

onpepenenus (ITKO = 0,023 %)

Impurity F / Tlpumecs F Below LOD (LOD =0.014%) / Hinxe Not more than 0.4 % / He 6onee 0,4 %
nipenena obuapyxenus (IO = 0,014 %)

Impurity RCT-3 / IMpumecs RCT- |0.08% /0,08% Not more than 0.30 % / He 6onee 0,30 %
3

Any  individual unidentified Below BDL (BDL= 0.05 %) / Huxe Not more than 0.2 % / He Gonee 0,2 %
impurity / Jhobas enuHuuHas
HeuaeHTHhHUMpOBaHHas
NpuMech

nopora perucrpaunu (ITP =0,05 %)

Total impurities / 0.1%/0,1% Not more than 1.5 % / He Gosee 1,5 %
Cymma npumecelt

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Mpumeuanne: INponyxr, COOTBeTCTByeT tpeboBanuam HJL 3akmouenne: OJIOBPEHO

Prepared by / , { Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /

Hom(m@yneu . EPEeHO: Hpouepgsno (AOK): Onobpeno: Obecrieuenine kauectsa/OTBETCTRENNIOE NHIO:
5 \\ P .
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Date / I S ‘ Date/ Date / AR TPl Date / .«
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JMara: 12-06~2 26 Jaral2 “06 2024] jiara; 177 Jlara: V0GRS
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Dr.Reddy’s Qf:‘.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Hpoayxr: Annepsaii TabNeTKH, NOKPLITHIE MJICHOYHOM 060JI0UKOH, 5 MF

Market / Puinox

: Russia/ Pocecus

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

Cepus Ne + (2602849 Paszmep cepun © 1040300 Ta6

Analytical Repovrt No./ . 890001871183 Date of Analysis / . 14/03/2026
AHANUTHYECKHH oTueT Ne JaTa anasaun3sa

Date of Manufacture / . 30/01/2026 Date of Expiry / . 31/12/2028

HaTa npousBoacrea Toaen o

Mfg. License No. /

TpoussoacTBeHHast 1 59/RR/AP/97/F/R MA number: / Homep PY : JHI-Ne(001333)-(PI'-RU)

Jauuensust Ne

Analysis performed according to ND No / Ananus nposeaen mo HJI Ne: JITT-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / Makersl nepsuynoii ynakosku yrepxaenst: 28.02.2023
Artworks of secondary package approved: / Maxernl BTOpH4HOi1 ynakoBku yreepxaenn:: 28.02.2023
PL approved: / JIB yreep:xkaen: 28.01.2025

Page3 of 5/Crp.3m35

7 | Chiral purity / XupanbHast
YHCTOTA

Below LOD (LOD =0.0138 %) / Huxe
nipenena o6Hapysenus (ITO =0,0138%)

S-isomer — not more than 1.5% /

S-uzomep — He Gonee 1,5 %

8 | Loss on drying / IHorepst B
mMacce ApH BLICYIIHBAHNHT

29%/729%

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

9 | Microbiological purity*/ Muxpo6uogoruueckasi uucrora®

a) Total Aerobic Microbial Count
/ Obiee uucao adpoBHbIX
MMKPOOPraHH3MOB

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

Not more than 10° CFU/g /
He Gonee 103 KOE/r

b) The total number of yeast and
mold fungi / O6uiee umnco
JPOGNOKEBBIX M MJIECHEBbIX
rpubos

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

Not more than 102 CFU/g /
He 6onee 102 KOE/r

¢) Escherichia Coli

Absentin 1 gram/
OrcyrcrByerB 1T

Shell be absent in 1 gram /
OrcyrcrBue B 1 1

10 | Uniformity of dosage units /

O}IHOpOﬂHOCTb AO3HPOBaHNA

32732

Acceptance value (AV) should not be more than
15.0. / fokazarens npuemsemoctd (AV) nomken
GuiTh He Oosiee 15,0.

aluminum foil blister. 3 blisters with
patient information leaflet in a carton
pack. / Tlo 10 tabnerok B Guucrep u3
(TTA/AJUTIBX) dosibru / amoMunuenoit
doneru. Ilo 3 Onucrepa BMecTe ¢

11 | Assay/ KoanuecrsenHoe 4.94 mg /4,94 mr Between 4.75 mg and 5.25 mg of levocetirizine

onpexeneHmne dihydrochloride per tablet. / Or 4,75 mr no 5,25 mr
JIEBOLIETHPHM3HMHA AWTHAPOXIJIOPHAA B TabneTke.

12 | Package/ YnaxoBka 10 tablets in a (PVC/AI/PVC) foil /| 7 or 10 tablets in a (PVC/AI/PVC) foil / aluminum

foil blister. 1, 2 or 3 blisters with patient
information leaflet in a carton pack. / ITo 7 wm 10
tabnerok B Gnucrep w3 (ITA/AJI/TIBX) donbru /
amomunueroit oneru. Io 1, 2 wau 3 Gnucrepa
BMECTE C MHCTPYKLUMEH N0 NPUMEHEHMIO (JINCTKOM-

WHOTPYKIHed no MPUMEHEHHIO | BKIAALILIEM) B MAUKY KapTOHIYIO,
(NMHCTKOM- BRIAULALLEM ) B nauKy
KapTOHHYIO.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
TNpumeuanne: [poayxr coorsercrsyer rpebosanusm HJL 3axkawuenne: OJOBPEHO
Prepared by / . ( Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
H(ZWQ%EI;!& 5/" npoB‘ip\ﬁHOZ IMporepeyo (AOK): Onobpeno: Obecrieuenne kayectBa/OTBETCTBEHHOE JIHMLO!
AT ~ / ;
o e e I S $§’] —d
Date / . Date / Date/ yy _n~¢ . 2074 | Date/ 0 -y
D ol D008 2 04 . g0: 2e-0b— 20 R VA
Jlara: | 25l 2006 ﬂ,m*a:[“‘2 06 - 2026 Tlara; (206 Hara:
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Dr.Reddy’s Q;‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

TpoaykT: Annepsai TaGneTKH, NMOKPLITHIE MJIEHOUHOH 0600uKOH, 5 MP

Market / Poinok

: Russia/ Poccus

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

Cepus Ne + £2602849 Pasmep cepun 1040300 Ta6

Analytical Repourt No./ . 890001871183 Date of Analysis / . 14/03/2026
AHamuTHYeCKH i oTyeT No JlaTa anajuza

Date of Manufacture / . 30/01/2026 Date of Expiry / . 31/12/2028

JlaTa nponssoacrsa Topen no

Mfg. License No. /

TIpousBoacTBeHHAast : S9/RR/AP/9T/F/R MA number: / Homep PY : JIIT-Ne(001333)-(PT-RU)
JHUIeH3ua Ne

Analysis performed according to ND No / Anaaus nposeaen no HJ Ne: JITI-Ne(001333)-(PI-RU)-151123
Artworks of primary package approved: / MakeTbl nepBuuHoii ynaKkoBkH yTeepsxkaenb: 28.02.2023
Artworks of secondary package approved: / Makerst BTopuuHoil ynakosku yrsepacaenst: 28.02.2023

PL approved: / JIB yrBepskaen: 28.01.2025

Page4 of 5/Crp.4n35

13 | Labeling / MapxupoBka Complies / CoorBertcrayer In accordance with Module 1, section 1.2.3 of the
submission /B cOOTBETCTBUM
YTBEPKIEHHBIM MakeToM (cM. pasaen 1.3.2 monyns
1 perucTpaunoHHOro 1ockhe).
14 | Storage / Xpauenue At temperature not more than 25 °C. / IIpu remneparype He sbiute 25 °C.,
15 | Shelf life (storage) / Cpox 3 years. / 3 rona.
rOAHOCTH (XpaHeHHust)

* 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.
* ITpoBOAMTCA MPOM3BOMTENIEM TNPH BBIMYCKE NEPHOANYECKH (C MHTEPBATIOM OAHO McTibiTanue Ha 10 cepuit i He menee 1 pasa B rox).
[Mokazarenb MOXKET ObITh HE BKJIFOUEH B cepTH(dHKAT aHanusa GupMbl.

API name / Hanmenosanue A®C:

Levocetirizine dihydrochloride / JleBoueTuprsuna auruapoxnopun

INN / MHH: Levocetirizine / JleBoueTupusun
API manufacturer batch number / ACSH002460

Homep cepnn npoussoanrenst ADC:

FP Manufacturer API Batch number / FCSA01873

Homep cepun cyGcTaHUHM NPOU3BOAHTEA

JI®:

API Manufactured by, address & country /

ITpoussoautear ADC, agpec u crpaHa:

Dr. Reddy's Laboratories Limited, Chemical Technical Operations, Unit-1II Plot No.
116, IDA Bollaram, Jinnaram Mandal, Medak District - 502 325, Telangana, India /
H-p Pennw’c Jlaboparopuc Jlumuren INogpazaeneHue XMMUKOTEXHOMOIHUECKHUX
onepauuii - 111, Yuacrok Ne 116, KooneparushonpomMsitnensstil kommexe Lpu
Benkarecpapa, M.J1.A., bonnapam(), [xunnapam(m), Canrapenau(aucr.),
Tenanrana-502325, Unnus

Name, address, authorization No for

manufacturing site / Control site / Release

site /

Hal/lMeHOBaﬂl‘le, aapec U HOMep JUUECH3HH
Ao ARKH, ocymeCTBnﬂmmel‘i

NPOM3BOACTBO/KOHTPOJ L KAYECTBA/BLIIYCK

o/

FP

Dr. Reddy's Laboratories Ltd., Survey Ne 41 (Formulations Technical Operations —
Unit-III), Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Bachupally (V), Bachupally (M), Medchal Malkjgiri (Distr.), Telangana State, India
(License No 59/RR/AP/97/F/R) /

H-p Pennn’c Jlaboparopuc Jitn., Yuactok Ne 41, (TIpouzsoncreennoe
nonpazaenenue-11I), bauynannn Bunnamx, Bauynanau Maugan, Menuai

Mankaoxrupy Jucrpukt, bauynannu (B), Bauynannu (M), Menuan-Manxamxripu

(J), wrar Tenanrana, Uuams (Jlunensus Ne 59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Hpumeuanue: Ipoaykr coorsercrByeT Tpebobannsam HJJ
Prepared by / ) :
Q

[

L

Checked by /

Date / .
Tara: | 252006

Jatad 2 ~eé-2024] 1

Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IIpoeepeno (AOK): Opobpeno: Obecrieuenue kauecTsa/OTBETCTBEHHOE JIULIO;
Date/ 19epf- 0 Date'/ LR A VAR

ara: Jlara:
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Dr. Reddy’s Q;‘ CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoaykr: Annepsaii TabneTKH, NOKPHLITHIE MICHOUYHON 060JIOUKOH, 5 MP

Market / Poinox : Russia / Poccust

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

Cepust Ne + C2602849 Pazmep cepun 1040300 tab

Analytical Repourt No./ . 890001871183 Date of Analysis / . 14/03/2026
AHanurnyecknii oruer Ne Jara anannsza

Date of Manufacture / . 30/01/2026 Date of Expiry / . 31/12/2028

Jarta npoussoacrsa T'opten 1o

Mfg. License No. /

IIpouseoncreenHas : 59/RR/AP/97/F/IR MA number: / Homep PY : JII1-Ne(001333)-(PI'-RU)
JuueHznst Ne

Analysis performed according to ND No / Auaans nposeaen no HJL Ne: JIF1-Ne(001333)-(PI'-RU)-151123
Artworks of primary package approved: / Maxers! nepsuyHoii ynakosku yrsepxuens:: 28.02.2023
Artworks of secondary package approved: / Makersl BTOpHYHOI yNAaKOBKH yTBepxaennl: 28.02.2023
PL approved: / JIB yreepxaen: 28.01.2025

PageSof 5/Ctp.5u3 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 of the Eurasian Economic Union (No. GMP/EAEU/RU/01293-2024 dated April 17, 2024) 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 of the Eurasian Economic Union is established». /
3akmodenue o coorsercTBUM: «HaCTOALMM 5 MOATBEPIKAAIO, YTO NMPUBEACHHAS Bbilie MHPOPMALUS ABNAETCS NOCTOBEPHOH M TOUHOI.
Ota cepus NPOLyKLMH NMpoM3BedeHa (BKIrUYas ynakoBky (MapKUpOBKY) # KOHTPOJb KauecTBa) Ha BLIEYKAa3aHHONH MPOW3BOACTBEHHOI
nnouiazake (MoLazkax) B MOJHOM COOTBETCTBUH ¢ Tpebosanusamu [lpasus Haasexawell TPOU3BOACTBEHHOM NpakTHKK EBpasuiickoro
axoHomuueckoro cotoza (Ne GMP/EAEU/RU/01293-2024 ot 17 anpenst 2024 1.) u TpeGoBaHUAME KOHTPOJISA KAueCTBA JIEKAPCTBEHHBIX
CPEACTB, @ TAKXKE B COOTBETCTBMU CO CRELM(QUKALMAMH, COASPKALUMMHUCE B PErMCTPAUHOHHOM JOChE CTPaHBI-UMIIOpTEpPa. 3anucH 1o
TIPOM3BOJCTRY, YITAKOBKE Y aHA/IU3Y NPOBEPEHBI, M YCTAHOBJICHO HX COOTBETCTBHE Tpeboranusm ITpasun Haanexaluei Npou3BoaCTBEHHOMN
npakTuky EBpazniickoro 3KOHOMHUECKOr0 CO03ax.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumesanne: Mpouykr coorsercreyer rpeGosanusm HJI 3axmouenne; QJOBPEHO
Prepared by / R [/ Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
I—lo}u*(),'ij}em)' f:fy/‘ Tporepeno: Iporepeno (AOK): Onobpeno: Obecnieuenue kayecTBa/OTBETCTBEHHOE JIMIO:
AT L N b
55 [ L] s—
Date / T Date / Date/ 1 n_pz. 904 | Date/ VRO N
. NNV Ve . 12-06- 262 \ g
Hara: -’;Q'”O 6 ?‘) G Hara: 2 -0& - 2pp24 Hara: Jlara:






