Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUHDPUKAT AHAJIN3A

Product : Allerway film-coated tablets 5

IpoayxT: Annepsaii TabneTkH, MOKPHITIE TNIEHOYHOH 06010uKOH, 5 Mr

mg

Market / PerHok : Russia / Poccus

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

Cepus Ne < R Pazmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001855207 Date of Analysis / . 23/12/2025

AHaauTHYEeCKHIi oTyeT No Hara avanuza

Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028

|JaTa npou3BOACTBA TI'ogen ao ]
Mfg. License No. /

IMponsBoacTBeHHas : 59/RR/AP/9T/F/R MA number: / Homep PY : JII-Ne(001333)-(PT-RU)

JHLeH3HA Ne

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

Analysis performed according ND No / Anann3 nposenen no HJ/ Ne: JIIMT-Ne(001333)-(PIr-RU) dt. 15.11.23 /

No Test / Iloka3zaTean

Pagelof6/Crp.1u36

Result / Pe3yabraTsl

[

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
JIBOSIKOBBIIYKJIbIE TabneTku,
MOKPBITHIE TIEHOUHOW 0060104KOWH
femoro wuBeTa, C ONHOW CTOPOHBI
rnajkue, Ha JApPYrod  CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom
pazpese sapo 6esoro 1uBera.

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. / OBasbHbIE ABOSKOBBIMYKIIbIE
TabJIETKH, MOKPBIThIE MJIEHOYHOU 000s04Kol
fenoro wmu mouTH OENOTO LBETa, ¢ OLHOH
CTOPOHBI TJaJKHe, Ha OpYrod CTopoHe
rpaBupoBka «R 5». Ha nomepeuHom paspese
aapo ot 6exoro 1o nodtH H6e10ro 1BeTa.

Identification
Levocetirizine/
HpenTuduxanus
JleBoueTHpH3UH

Complies as prescribed /
CootsercTByeT TpeOoBaHMIM

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 ynmepxuBaHHA
OCHOBHOTO  TMHKa HAa  XpoOMarorpamme
UCITBITYEMOrO pacTBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH  YAEPKUBAHUS
OCHOBHOTO ITKA HA XPOMATOIpaMMe pPacTBOpa
cTaHgapTHoro  obpasla  JEeBOLETHPU3UHA

auruapoxyopuna (pazaen «KonmyecTBeHHOE
OTIpeIeICHUEY).

Remarks : The Product confirms to ND/
IIpumevanue: [IponykT cooTBeTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axkmwouenne: OJOBPEHO

L.z
Preparedby/ > .~ = | Checked by/ Approved by: Manager/Executive / @
I1u;1rm*03ﬂem{}?j j-'*"' [Iposepewno: [@ Onobpeno: Menemxkep / Pykosoaurtesns
Date / DRI Date / _nAn.ts | Date/ - te™M
Jara; 24 Jara: Lu-12-2015 Jara: g




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

Ipoaykr: Annepeait TabreTku, NOKPLITHIE

naeHouYHod 06010YKOH, 5 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne i Paszmep cepuu 1040300 Tab

Analytical Repourt No./ . 890001855207 Date of Analysis / . 23/12/2025

AHanuTHYeCKHIi oTyeT No Jdarta anaju3za

Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028

JlaTa npon3soacTea ~ |Toaen no - S |
Mfg. License No. /

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

JuueH3us Ne

|

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

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

Page20f6/Crp. 2 u36

3 | Average weight/ 133.79 mg/ 133,79 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpeansas macca mg) /
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
PacnmamaeMocTh
5 | Dissolution / PacTrBopenne Unit-1/ Ta6n.-1 97 % NLT 80% (Q) of label claim of levocetirizine
Unita / Tabn2 94 %, Shhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMHMHANBLHOIO COAEPKAHUS
Unit-3 / Tabn.-3 96 % NEBOLIETUPN3HHA JUruapoxiopuga depes 20
Unit-4 / Tabn.-4 9% | MM
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 94 %
6 | Related Substances / PoacTBeHHbIE IPHMECH
Impurity A /IIpumecs A Below LOD (LOD =0.007 %)/  |Not more than 0.4 % / He 6onee 0,4 %
Huxe npenena o6napyxenns (I10
=0,007%)
Impurity B / ITpumecs B Below LOQ (LOQ = 0.008 %) / Not more than 0.4 % / He 6onee 0,4 %
Hinke npenena konUHECTBEHHOTO
onpeaenenus (ITKO = 0,008 %)

Remarks : The Product confirms to ND/
Ilpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusm HJL
Y 7

Conclusion : APPROVED /
3axiwouenne: OJOBPEHO

Preparedby/ _— o & = _Checked by / L@ Approved by: Manager/Executive /
l'Io,qromnnenoE ) 47%’ R e ITposepeHo: Onobpeno: Menemxkep / PykoBoaurens @/ -~
Date / QA2 200 s |Date/ G a\1-100S Date / Y R 0™

Jlara: Jlara: Jara:




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

MpoayxT: Annepssii TabneTKH, MOKPHITHIE TIEHOYHOM 06010UKOH, 5 M

IpousBoacTBeHHas!
auueHnsus Ne

Market / PeiHOK : Russia / Poccus
Batch No. / ] [Batch Quantity / 1040300 tab /
Cepna Ne P 215 Pa3zmep cepuu * 1040300 Tab
Analytical Repovrt No./ . 890001855207 Date of Analysis / . 23/12/2025
AnanuTHyeckuii oTuet Ne Jlara anann3za
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
JlaTa mpou3sBoacTsa B Togen no C - B
Mfg. License No. /
: 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)

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

Analysis performed according ND No / Anann3s npoeeaen no H Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page3 of 6/ Crp.3 u3 6

Impurity C / [Tpumecs C

Eﬁty— D/ [Tpumecs D

Impurity E / [Ipumecs E

Impurity F / ITpumecs F

Impurity RCT-3 / Ilpumech
RCT-3

Any individual unidentified
impurity / Jlrobas eguHuuHas
HEeUJeHTHPULIHPOBAHHAS
MPUMeECH

Not detected / He oOHapyxeHa

0.01%/0,01%

0.03% /0,03%

Not detected / He oOHapyxeHa

0.07%/0,07%

Below BDL (BDL~= 0.05 %) / Huxe
nopora peructpauuu (ITP =0,05 %)

Not more than 0.4 % / He Gonee 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 0.30 % / He 6onee 0,30 %

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

Remarks : The Product confirms to ND/

/i)

Ipumedanne: [TpoaykT cooTBeTCTBYET TpeboBaHusaM HJJ
N

Conclusion : APPROVED /
3akmwouenune: OJJOBPEHO

Prepared by / L, o | Checked by / Approved by: Manager/Executive / ,
HO,IIFOTOBH&:I-IU'L;; W —| TIpoBepeHo: l@ Onobpeno: Menemiep / Pykonomwenb@ i
Date / 73 Do | Date/ _nnLs— | Date/ —t 12— 0™

Jara: £4ﬁ 2o JHarta: Tu-tt i JlarTa: 9’1%




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg

Npoaykr: Annepsaii TabneTKH, MOKPBITHIE MIEHOYHOK 000J04KOH, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / ) Batch Quantity / 1040300 tab / T
Cepus Ne R Cadlanad Pazmep cepuu © 1040300 tab

Analytical Repo“rt No./ . 890001855207 Date of Analysis / . 23/12/2025

AHaauTHYeCKHii oTueT Ne ~ |MaTa anasnuza

Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028

HaTa npon3BoAcTBa I'oaen no T

Mfg. License No. /

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

JuneH3us Ne

Analysis performed according ND No / Auann3 nposegen no HJ Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /

JIII-N2(001333)-(PT-RU) ot 15.11.23

Paged4of 6/ Crp. 436

Total impurities /
CymmMa npumeceit

0.1 %/0,1 %

7 | Chiral purity / XupanbHast
YHCTOTA

Not detected / He o6HapykeHa

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

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

8 | Loss on drying / IloTeps B
Macce NpH BbICYIIHBAHUH

23%/23%

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

9 | Microbiological purity*/ MukpoGuonorndeckast uucrora*®

a) Total Aerobic Microbial
Count / O61ee uncno
a’pOOHBIX MUKPOOPraHW3MOB

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 / O61itee uucno
[IPOOKEBBIX U TUIECHEBBIX
rpuboB

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

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

c) Escherichia Coli

Absentin 1 gram /
OtcytctByeT B 1 1

Shall be absent in 1 gram /
OrcyrctBUe B 1 T

10 | Uniformity of dosage units /
ORHOpPOTHOCTH

JA03HPOBAHHUSA

3.9/3,9

Acceptance value (AV) should not be more
than 15.0./ ITokazarens npuemaemoctd (AV)
JloJDKeH ObITh He Gonee 15,0.

N

Remarks : The Product confirms to ND/
Ilpumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3akmouyenue: OJJOBPEHO

Prepared by / ( A o — _Lhecked by / L@ Approved by: Manager/Executive /

l'[omm'umlcuq:’:ﬁjj.:'/: — | IlposepeHo: Ono6peno: Menemxkep / PyxosoLmTean_@/ "
o = A

Date / DA+ 2.2005 Date./ Q112 -0 Date./ ST E 0

Hara: Hata: Jara:
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Dr.Reddy’s ‘,‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IIpoayxT: Annepaii TabreTKH, MOKPHITHIE TIEHOYHOM 060J09KOH, 5 MI

nuneH3usa Ne

11 | Assay / KonnuecTBeHHOe
omnpeaeeHue 4.85 mg /4,85 mr

Market / PoiHok : Russia / Poceus

Batch No. / ] Batch Quantity / 1040300 tab /

Cepus Ne Bt i Pasmep cepun 1040300 tab

Analytical Repovrt No./ . 890001855207 Date of Analysis / . 23/12/2025
AHanuTHYECKHI oTyeT No JlaTa anaJsinza

Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028

Hara nponssoacTea Tonen g0

Mfg. License No. /

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

Analysis performed according ND No / Ananu3s nposeaen no HJ Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT'-RU) ot 15.11.23

Page50of 6/ Crp.5u3z 6

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Or 4,75 mr po 5,25 Mr JeBOLETHpU3HHA
JUTHAPOXJIOpUZA B TabJeTKe.

12 | Packaging / YnakoBKa 10 tablets in a (PVC/AI/PVC) foil /

aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabnetok B
omucrep uz (IIA/AJI/TIBX) donbru
/  amomuHueBoH Qoneru. [lo 3
6rcTepa BMECTe ¢ MHCTPYKLHEH o
NpHUMEHEHHIO (nucTkoMm-
BKJIAJ(BIIIEM ) B NaYKy KAPTOHHYHO.

The indicator may not be included in the firm's certificate of analysis.
* [TpoBOAMTCS TIPOU3BOAMTENEM [PH BBIMYCKE NEPUOAMYCCKH (¢ HHTEPBAIOM 0/1110 HenbiTanke Ha 10 cepuit unu He MeHee | pasa B ron).

[Tokazare/ib MOKET OBITH HE BKJTIOUEH B CEPTH(HKAT aHAH3a (JUPMbI

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 unu 10 Ttabnerox B Oymcrep u3
(TIA/AJV/TIBX) doneru /  anoMHHHEBOM
donsru. Ilo 1, 2 unu 3 Gmucrepa BMecTe ¢
WUHCTPYKLHEH IO MNPUMEHEHHIO (JIHCTKOM-
BKJIJIBIIIEM) B [TAYKY KapPTOHHYIO.

* 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).

API name / HanmeHoBanue ADC:

Levocetirizine dihydrochloride / JIeBoneTHpH3uHa AHrHAPOXIIOPUL

Levocetirizine / JleBoueTHpU3KH

Howmep cepuu cy6cTaHIHH
npousBoautens I'JID:

INN / MHH:
API manufacturer batch numbey / ACSH001908
Homep cepun npoussogurens ADC:
FP Manufacturer API Batch number / o
FCSA01104

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpoayxT cooTBeTcTBYeT Tpeboanusm HJJ

Conclusion : APPROVED /
3akmoyenue: OJJIOBPEHO

b ¥,
Prepared by/ — >  _, &> | Checkedby/ | Approved by: Manager/Executive / N
[oarorosneHo: L,;,i—:: — | Ilposepeno: <=’ Onobpeno: Menemxkep / P}'Konomwem,@!_/_.
Date / AL DohS Date / 17 -0LS Date / ~ - 22 i
JHara: % Jara: Lt Ilara: T
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
Mpoaywr: Annepraii TabneTin, NokpeIThe NJIeHOYHOM 060n04KOM, 5 Mr
Market / PbiHok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepust Ne s Laalatid Pasmep cepun * 1040300 Tab
Analytical Repovrt No./ . 890001855207 Date of Analysis / . 23/12/2025
AHasuTHYeCKHH 0TUeT No - JaTa anannsa
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
Jata npoussoacTea Tomen no
Mfg. License No. /
MpouszBoacTBeHHAR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
nuneH3us Ne
Analysis performed according ND No / Anasau3 nposeaen no H/I Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) or 15.11.23 B

Page 6 of 6/ Cip. 6 n3 6

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpousBoautear APC, cTrpana: H-p Pepnn’c JlaGoparopuc JIta., Muaus
Gt Survey Ne41, (Formulations Technical Operations - Unit-III),
Name, address, authorization No for . e
FP facturing site / Control site / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Relaeedited  — e Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
i State, India (License No 59/RR/AP/97/F/R)

HamnmenoBaHue, agpec H HoMep

VYuactok Ne 41, (TIpouszoactBeHHoe noapasneneune-1Il), bauynannu
JIMIEH3UH MJI0INAIKH,

N Bunnamk, Bauynannn Maugan, Meauan Mankapxrupu JIUCTPUKT,
ocymecnmmo;uen Bauynannu (B), bauynannu (M), Meguan-Mankamxrupu (1), wrart
HPORAROLCINORONIPONE: Tenaurana, Unaus (JIuuensust Ne 59/RR/AP/97/F/R)
KavectBa/Bbinyck I'JIP /

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.

3akio4yeHne 0 COOTBETCTBUHU: «HacTosmuM st MOATBEpXAar0, 4TO NpUBEACHHAS BbILIE HHPOPMALHS SBISIETCA JOCTOBEPHON
U TOUHOH. DTa cepus MPOLYKLUH Ipou3BeeHa (BKIIOUas YIaKOBKY (MapKHPOBKY) M KOHTPOJIb Ka4€CTBA) Ha BbIIIEYKa3aHHON
NpPOU3BOACTBEHHOH miowanke (TUowagkax) B TOJHOM COOTBETCTBHMHM ¢ TpeboBanumsmu IlpaBun Haanexarien
npou3BoAcTBeHHOH npakTuku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpebGoBaHUsMH KOHTPOJISI KauyecTBa
JIEKAPCTBEHHBIX CPEJCTB, a4 TAKXKE B COOTBETCTBUHM CO CneUu(MKaUHsIMH, COASPXKAIIUMHUCS B PETHCTPAllMOHHOM J0Che
CTpaHbI-UMIIOpTEpa. 3aluch MO MPOHM3BOJCTBY, YNAKOBKE W aHaW3y MPOBEPEHBbl, M YCTAHOBIEHO HX COOTBETCTBHE
tpeboBanuaM [IpaBun Hagnexalleit POU3BOACTBEHHON MPAKTUKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumevanue: [IpoaykT cooTBeTCTBYET TpeboBanusim HJJ 3axmouenune: OJOBPEHO

W —
Preparedby/ _— S0 2 “Checked by / - Approved by: Manager/Executive / @
Noarotoenero: (=" __——|TIpoBepeHo: ﬂg@ Ono6peno: MeHemxep / PykoBoautens
Date / Date / . Date / -0

O~ -ovVs =1 1.

Hara: 2/; 122225 Hara: = Jara: e






