Dr.Reddy’s Q‘:’

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IMpoayxT: Annepsaii TabneTku, NOKPbITbIE NICHOYHON 060A0YKOH, 5 MT

Market / PbiHok : Russia / Poccus

Batch No. / . C2515433 Batch Quantity / . 1040300 tab /

Cepns Ne ) Pa3zmep cepun * 1040300 Tab

Analytical Repovrt No./ . 890001855415 Date of Analysis / . 24/12/2025
AnanuTnyeckuii oTyer Ne JlaTta anannsa

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

JlaTa npou3BoAcTBA Tlonen ao

Mfg. License No./

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

auuenzus Ne

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

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

Pagelof 5/ Cip.1mu35

Ne Test / ITokazaTenn Result / PesyabTaThl Specification / Hopma

1 | Appearance/ Onucanne Oval, biconvex, white film-coated |Oval, biconvex, white to off-white, film-coated
tablets, plain on one side and with "R |tablets plain on one side and engraved with “R
5" debossed on the other side. White |5” on the other side. White to off-white core on
core on a cross section. / OBanbHbie |a cross-section. / OBanbHble ABOSIKOBBINYKJIblE
JBOSIKOBBINYKJIbIE Tabnetky, |TabneTky, NMOKPHITHIE TMJIEHOYHOH 000NOYKOMH
NOKPbITbIE TJIEHOUHONH obonoukol |6enoro uam noutu 6enoro UBETa, ¢ OAHOI
0enoro uUBeTa, ¢ OAHOH CTOPOHBI [CTOPOHBI TNafKWE€, Ha Jpyroil cTOpoHe
rnaakue, Ha  Apyrol  cropode |rpaBupoBka «R 5». Ha nomepeunom paspese
rpasnpoBka «R 5». Ha nonepeunom |sapo ot 6enoro 1o no4tu 6enoro usera.
paszpese sinpo 6enoro uBeTa.

2 | Identification Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CooTBeTcTBYET TpeOOBAHUAM chromatogram of test solution should comply
HpenTndukanna with the retention time of the main peak in the
JleBOUETHPH3UH chromatogram of levocetirizine

dihydrochloride reference standard solution
(section “Assay”). / Bpems ynepxuBanus
OCHOBHOTO  NHKa Ha  XpomaTorpamme
HCOBITYEMOro pacTBopa NOJDKHO
COOTBETCTBOBATb  BPEMEHHM  YNEPKUBAHUS
OCHOBHOrO NMHKa Ha XpoMaTorpaMmMe pacTBopa
cTaHAapTHOro ofpasua  NEBOUETHPH3HHA
anrnapoxnopuaa (paspen «KonmuectBennoe
onpeneneHue).

3 | Average weight / 133.45 mg/ 133,45 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpennsst macea mg) /

' 133,25 mr£+4 % (ot 127,92 no 138,58 mr)

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

PacnapaemocTsb

Remarks : The Product confirms to
Ilpumeuanne: T1poayKkT COOTBETCTE

veT TpedoBanusm HJI

ND/

Conclusion : APPROVED /

;immolleuue: OJOBPEHO

Prepared by / = Checked by / . » >~“L-Approved by: Manager/Executive /
ﬂonromsnem;.::_%_f:jsa =1 [TpoBepeHo: f’f‘ = Q//f Onobpeno: Menenxep / Pykosoaurens
Date / 95 - 12 Loy~ | Date/ ngk/zrgp?,g Date / B o
JlaTa: Jlara: Jata:




Dr.Reddy’s Q’:‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
MpoaykT: Annepssii TadNETKH, MOKPLITHIE MNIEHOYHON 06OT04KOMN, 5 MI

Market / Poinok

: Russia / Poccus

Batch No./ . C2515433 Batch Quantity / . 1040300 tab /

Cepust Ne ’ Pa3mep cepuu © 1040300 Tab

Analytical Repovrt No./ . 890001855415 Date of Analysis / . 24/12/2025
AHanuTHyecknii oTuer Ne JlaTa ananusa

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

JlaTa npon3BoacTea TI'ogen no

Mfg. License No. /

Tlpou3BoacTBeHHASR : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Jnuensna Ne

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

JIT1-Ne(001333)-(PT-RU) ot 15.11.23

Page2 of 5/ Cip.2 n3 5

5 | Dissolution / PacrBopenne

Unit-1/ Ta6n.-1 95 %
Unit-2 / Tabn.-2 95 %
Unit-3 / Tabn.-3 99 %
Unit-4 / Tabn.-4 96 %
Unit-5 / Ta6n.-5 96 %
Unit-6 / Tabn.-6 94 %

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) OT HOMWHANBLHOTO COAEPXKAHMS
NeBOLETHPU3MHA AWrHApoxNopuaa uepes 20
MMH.

6 | Related Substances / PogcrBenHble npuMecH

Impurity A/ [lpumecs A

Impurity B/ [Tpumecs B

Impurity C / [Tpumecs C

Impurity D / TTpumech D

\Tmﬁurity E / Tpnmecs E

Below LOD (LOD = 0.007%) /
Huxe npeaena obnapyxenus (I10 =
0,007 %)

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

Below LOQ (LOQ = 0.008 %) /
Huxe npeaena KonuuecTBEHHOTO
onpeaenenns (IKO = 0,008 %)

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

Not detected / He oOHapy»xeHa

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

0.01%/0,01%

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

0.03%/0,03%

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

Remarks : The Product confirms to ND/
HNpnmeuanne: INponykt coorBeTcTBYET TpeboBaHUsAM H]J

Conclusion : APPROVED /
Zakmouenne: OJJOBPEHO

\
Prepared by / . P Checked by / )é,/c“/‘}f ~-| Approved by: Manager/Executive /
MNoaroToneHo—t—— " ﬂposcpcnu@ﬁf ~__— | Onobpeno: Menemxep / PykoBoantens
._/‘.ﬁ'// A==,
Date / | Date/ 9. Date / o | —2o2]
— 2 -2 o 2 202S =12
Jlara: 2+ Jarta: % / Jara: E ey
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Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Tpoaykr: Annepssii TabneTku, NOKPbITbIE MIEHOUHOM 060704KOH, 5 MT

Market / PoiHok

: Russia / Poccus

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

Cepusa Ne yEL Pazmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001855415 Date of Analysis / . 24/12/2025
ABRaanTHYecKHi oTueT No JlaTa anananza

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

JlaTa npon3BoacTea T'onen po

Mfg. License No. /

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

Analysis performed according ND No / Anaaus nposenen no HJ[ Ne: JIIN-Ne(001333)~(PI'-RU) dt. 15.11.23 /

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

Page3 of 5/Crp.3m35

Impurity F / Ilpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlrobast enuHuuHas
HeuaeHTHU(UUMpPOBaHHAS
npHMech

Not detected / He oOHapy>xeHa

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

0.06% /0,06%

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

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpaunn (T1P =0,05 %)

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

Total impurities /
Cymma npumeceit

0.1 %/0,1%

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

7 | Chiral purity / Xnpanbnas |Not detected / He oGHapyseHa S-isomer — not more than 1.5% /
il S-uzomep — He Honee 1,5 %

8 | Loss on drying/ Iloteps B 2.4%/2,4% Not more than 6.0 % / He 6onee 6,0 %
macce IpH BbICYLIHBAaHUH

9 | Microbiological purity*/ Mukpo6uonornyeckast 4ucTora*

a) Total Aerobic Microbial
Count / Ob1uee uncio
a3poOHBIX MHKPOOPraHW3MOB

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 / Obwuee yncno
JIPOMNOKEBBIX W TIJIECHEBbIX

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

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

rpubos
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: Ilpoaykt coorBeTcTBYeT TpeboBaHuam HJ| . 3akmouenne: OJOBPEHO
712
| Prepared by /  _—— Checked by / » /gﬁ"’“"" Approved by: Manager/Executive /
I‘lonro*rosneHg;Sﬂ—i,\_: 4 Mposepeto @/ B Onobpeno: Meneiep / PykoBonuTens
ro i P :_
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Ipoayxr: Annepsasii TabneTkm, NOKPHITHIE MIIEHOUHO} 06010UKOH, 5 MF

Market / Pbinok

: Russia/ Poccus

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

Cepusa Ne & G214 Paszmep cepun * 1040300 Tad

Analytical Repovrt No./ . 890001855415 Date of Analysis / . 24/12/2025
AHannTHYecKHil oTyeT Ne JaTta aHanu3a

Date-of Mauntaerure ¢ : 12/11/2025 pate of Expiry/ . 31/10/2028

JlaTa npou3BoAcTBa Topen po

Mfg. License No. /

INpouzsoacTBeHHasn : 59/RR/AP/9T/F/R MA number: / Homep PY : JII-Ne(001333)-(PT'-RU)
JHneH3ns Ne

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

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

Page4 of 5/ Cip. 435

¢) Escherichia Coli

Absent in 1 gram /
OrcyrctByerB 1 1

Shall be absent in 1 gram /
OtcyrctBUEB 1 T

aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / ITo 10 Tabnerox B
6nuncrep u3 (ITA/AJI/TIBX) donsru
/ antomunueBoil donpru. Ilo 1
6icTepy BMECTe ¢ MHCTpYKLIMEH No
NPHMEHEHHIO (nucTkoMm-
BKNafbllileM) B MaYKy KapTOHHYHO.

10 | Uniformity of dosage units / 5.2/5,2 Acceptance value (AV) should not be more
OpHopoaHOCTHL A03MPOBAHUS than 15.0./ [loka3zatens npuemnemoctd (AV)
JoixeH ObiTh He 6onee 15,0.
11 | Assay / KoaimuecTBeHHOe 4.86 mg /4,86 mr Between 4.75 mg and 5.25 mg of
onpejesieHne levocetirizine dihydrochloride per tablet. /
Or 4,75 Mr po 5,25 Mr neBOLETHPH3HHA
JMrnapoxnopuaa B TabneTke.
12 | Packaging / YnakoBka 10 tablets in a (PVC/AVPVC) 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.

/ Mo 7 nma 10 rtabnetox B Onucrep u3
(IMA/AJI/TIBX)  ¢onerm  /  aniomuHKHeBOH
¢doneru. Ilo 1, 2 win 3 Gaucrepa BmecTe ¢
WHCTPYKLHEH 1O TNpPUMEHEHHIO (JMCTKOM-
BKNaJibilIeM) B Na4YKy 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.
* TIpoBOAMTCS MPOHU3BOANTENEM NPH BbIMYyCke MEPHOANYECKH (C MHTEPBAIOM OHO UcnbiTaHne Ha 10 ceprii UM He MeHee

1 paza B ron).

IMoka3zatenb MOXKET ObITb HE BKIIOUEH B cepTU(HKAT aHann3a GpupMbl.

Remarks :

The Product confirms to ND/
I pumeuanue: INponykt coorBeTcTBYET TpeboBaHusM HJJ N

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / e S
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Jlata:

i I ok L

Dale-/ o5 /Z'&QZ'Q
Jata

Date /
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. y °® CERTIFICATE OF ANALYSIS
Dr. Re d dY S QP CEPTUOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
NMpoaykr: Annepssii TabiieTKW, NOKPbITbIE MNEHOUHOW 060/104KOMH, 5 M |

Market / Prinox : Russia / Poccus

Batch No. / _ Batch Quantity / 1040300 tab / o
Cepusn Ne P C2515433 Pa3zmep cepun * 1040300 Tad

Analytical Repourt No./ . 890001855415 Date of Analysis / . 24/12/2025

AunasuTnuecknii oTuer Ne JaTa ananansza o

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

JlaTa npox3BoacTBa T'open no B |
Mfg. License No. /

INpouseoacrBeHnasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIT1-Ne(001333)-(PI'-RU)

anuensusi Ne

Analysis performed according ND No / Anaan3z nposeaen no HJI Ne: JI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JII-Ne(001333)-(PI'-RU) ot 15.11.23

PageSof 5/ Cip.Su35

" API name / HaumenoBanne A®C: [ Levocetirizine dihydrochloride / JleBoueTnpnsnxa AMruapoxnopua
INN/MHH: Levocetirizine / JleBouetnpusnn
API manufacturer batch number / ACSH001908

Howmep cepun nponzsoaurens A®C:
FP Manufacturer API Batch number /

Homep cepun cy6eTanumun FCSA01104

npoussoauTens I'JId: R - -
API Manufactured by & country/ Dr. Reddy's Laboratories L.td., India /
Ipoussoantens APC, crpana: H-p Pennn’c Jlabopatopuc Jlta., Hnaus

S Survey Ne41, (Formulations Technical Operations - Unit-11I), Bachupally

Name, address, authorization No for - e

FP facturine site / Control site / Village, Bachupally Mandal, Medchal Malkajgir District, Bachupally (V),
manuiacturing site / Lontrol site /| g, hupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

i No S9/RR/AP/97/F/R)
ﬂ;:::s::;ig::z;:;f;c i & VYuactok Ne 41, (TlponszBoacTeeHHoe noapasaencHue-I11), bauynannu
S Bunnamx, bauynannn Mannan, Meauan Mankapxrupn JIMCTpHKT,
GEYUIECTRAMOIMEN Bbauynannn (B), bBauynanan (M), Menuan-Mankamkrupu (), wrar
ITPOHABGNCTEY/ KOH Tk Tenanrana, Muansg (JInuensus Ne SO/RR/AP/97/F/R )

kayecrsa/Boinyck [JIMD /

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.

3akntoueHre o cOOTBETCTBUH: «HacToslwmM 1 noaTBEpk a0, YTO NPUBEAEHHAs Bbilue RH(POPMaLHs ABNAETC LOCTOBEPHOH
M TOYHOMH. DTa cephs NPOAYKLMHU Npon3BeaeHa (Bxovas ynakoBKy (MapkHpoBKY) W KOHTPONb Ka4ecTBa) Ha BbllleyKka3aHHOMH
NpOM3BOACTBEHHOW Tmiowaake (nnowaaxax) B TOJNHOM COOTBETCTBHM ¢  Tpedoanuamu [lpaBun  Haanexawei
npou3BOACTBEHHOW npakTHkn (NeGMP-01887/21/IN or 28 anpens 2021) w TpeGoBaHlIssMH KOHTPONS KauecTBa
NeKapcTBEHHbIX CPEeACTB, a TaKXKe B COOTBETCTBUM €O CreUH(pUKAUMAMH, COAEPNAILMMHCS B PErMCTPAUHOHHOM [OChE
CTpaHbl-UMNOpTEpa. 3anmucH TNO NPOH3BOACTBY, YNAKOBKE M aHalW3y TMpPOBEPEHbI, 1l YCTAHOBIEHO WX COOTBETCTBHE
Tpebosanusam l1paBun Haanexalleil NPoM3BOACTBEHHOH NMPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [lponykt cooTBeTcTBYET TpeGoBaHHAM H]J \‘/';}_:ncmoqemle: OAOBPEHO
Prepared by / ey - “Approved by: Manager/Executive / N
MNoarotosneHo:_———— Onobpeno: Menemxep / Pykosoautens
P

Date / Date / ~): Date /
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