Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoayxT: Annepssii TaGNETKH, MOKPBITHIE MIIEHOUHOH 000J04KOH, 5 Mr

Market / Poinok

: Russia / Poccus

Batch No. / . C2601491 Batch Quantity / . 1040300 tab /

Cepus Ne ) Pasvep cepuu 1040300 Ta6

Analytical Repovrt No./ . 890001866323 Date of Analysis / . 18/02/2026
AHAaauTHYECKHI oTueT No JlaTa aHasausa

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

JaTa npon3BoOACTBA Toaen ao

Mfg. License No./

IMpousBoacTBEHHAsT : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(001333)-(PI'-RU)
anueH3ns Ne

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

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

Page 10f 6/ Crp. 1136

Ne Test / Iloxa3aTenn

Result / Pe3ysbTaThl

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. / OBanbHblE
JIBOSIKOBBIMYKJIbI€ TabNETKH,
TIOKPBITbIE MNEHOYHOW 000N0UKOH
Genoro 1BeTa, ¢ OJHOW CTOPOHBI
rnagKkde, Ha JIpYrod  CTOpPOHE
rpaBupoBka «R 5». Ha nonepeunom
paspese siapo 6enoro LBeTa.

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. / OBasibHble JBOSKOBBIMYKIIbIE
TabJEeTKH, MOKPBIThIE MIEHOUHOHN 0005104KOi
0enoro MJIM MouTH OEeNoro LBeTa, ¢ OAHOMH
CTOpPOHBl TINaAKUe, Ha JPYrod CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom paspese
AApo OT Georo Ao MouTH 6enoro 1npera.

2 | Identification
Levocetirizine/
HNnentudpuxauuns
JleBOUCTHPU3UH

Complies as prescribed /
CooTBeTcTBYET TPeOOBAHNAM

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 ynepxuBaHHs
OCHOBHOIO  THKa Ha  XpoMmarorpamme
UCTILITYEMOTO pacrtBopa JIOJDKHO
COOTBETCTBOBATH  BPEMEHH  yIEp)KUBaHHS
OCHOBHOTO THKa Ha XpoMaTorpaMme pacTBopa
CTaHAapTHOro  ofpasla JNeBOLETHPU3UHA
puruapoxyopuia (pasgen «KonuuectBeHHOE
OTIPENENEHUER).

Remarks : The Product confirms to ND/
I[Ipumeuanmne: [1ponykt cooTBeTCcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3akawuyenue: OJIOBPEHO

Prepared by / M‘ Checked by / Approved by: Manager/Executive /
[Monprorosneno: [Tposepengr ) Onobpeno: Menemxep / PykoBoaurens
Date / Date / Date / WS e ()
Hara: lg ‘_Dl'—w Hara: 155 ~02 ~9p Za’ Harta:




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

IMpoaykT: Annepeaii TabneTkH, NOKPHIThIE MIEHOUYHON 060JIOUKOM, 5 MT'

Market / Poivok : Russia / Poccus

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

Cepun Ne £ C2601451 Pasmep cepuu * 1040300 Tab

Analytical Repourt No./ . 890001866323 Date of Analysis/ . 18/02/2026
AHaJuTHYECKHH 0TueT No JlaTa anannza

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

JaTa nponzBoacTsa T'opex o

Mfg. License No./

TTpouseoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JITT-Ne(001333)-(PI'-RU)
JHueH3ns Ne B

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

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

Page2 of 6/ Crp. 2 u3 6

Cpennsisi Macca

3 | Average weight / 133.22 mg/ 133,22 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 / 2 min/ 2 MuH Not more than 15 min / He 6onee 15 mun
PacnagaemocThb

5 | Dissolution / PacTBopeHue Unit-1/ Ta6n.-1 94 % | NLT 80% (Q) of label claim of levocetirizine

Unit2  Tabna A 0dlhydrochlorlde after 20 min. / He menee 80
% (Q) OT HOMMHAIBHOTO COJCPKAHHS

Unit-3 / Tab6n.-3 91 % JeBOLIETUPU3NWHA Auruapoxnopuna depes 20
Unit-4 / Tabn.-4 4% | M
Unit-5 / Tabn.-5 94 %
Unit-6 / Tabn.-6 92 %

6 | Related Substances / PoficTRenHbIe npumecn

Impurity B / [1pumecs B

0.01%/0,01%

Impurity A / ITpumecs A Not detected / He obHapyxeHa

Impurity C/ ITpumecs C Not detected / He oOHapyxeHa

Not more than 0.4 % / He Gosnee 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/
IIpumeuyanue: [TpoaykTt cooTBeTcTBYET TpeboBanusm H/J

Conclusion : APPROVED /
3akmiouenne: OJJOBPEHO

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

[MonrotoBneHo: KJ‘J 9 [poseperos Onobpeno: Menenxep / PykoBoautens
a— V

Date / Date / Date / s o

JlaTa: \‘8 ~02~20 2’6 JaTa: 1S~02 9028 | Hara: i




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
TMpoaykT: Annepeaii TabaeTky, NOKPLITHIE MIIEHOYHONM 060JIOHKON, 5 Mr

Market / Poinok : Russia / Poccus

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

Cepusi Ne  G2601491 Pasvep cepun 1040300 Ta6

Analytical Repourt No./ . 890001866323 Date of Analysis / . 18/02/2026
AnanauTnyecknii otyer Ne HNaTta avanu3a

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

JaTa npousBoacTsa Topen no

Mfg. License No./

IMpou3BoACTBEeHHAN : 59/RR/AP/97/F/IR MA number: / Homep PY : JITII-N2(001333)-(PI'-RU)
nuneHzns Ne

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

JIH-Ne(UUL333)-{1'l -KU) ot 15.11.23

Page3of 6/ Crp.3 u3 6

Impurity D / [Tpumecs D

Impurity E / [Ipumecs E

Impurity F / TIpumecs F

Impurity RCT-3 / [pumecs
RCT-3

Any individual unidentified
impurity / JlroGast enuHUUHas
HeuaeHTUGHUIMPOBaHHAS
nprMech

0.01%/0,01%

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

0.02% /0,02%

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

Below LOD (LOD =0.014 %) /
Huxe npenena obuapyxenus ([10
=0,014%)

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

0.05%/0,05%

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

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

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

Total impurities /
CymMa npumeceii

0.1 %/0,1 %

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

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

Ipumeyanue: [Ipoaykr cooTBeTcTBYET TpeboBaHusM HJI 3akmouenne: OJOBPEHO

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

[ToarorosneHo: K’_ﬂg_ [TposepeH/, il Ono6peno: Menemxep / PykoBoautens
e >

Date / Date / Date / ol

Hata: \8 ~02 026 Jara: (S5~02 ~op0f | HMara: ¥
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoaykT: Annepeaii TabneTku, NOKPLITHIE MIEHOUHOM 060104YKOMH, 5 Mr

Market / Poinok

: Russia / Poccus

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

Cepus No § L2604 Pa3mep cepun * 1040300 Tab

Analytical Repo“rt No./ . 890001866323 Date of Analysis / . 18/02/2026
AnanuTuueckuii oryer No JlaTa aHasim3a

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

JaTa npon3BoacTsa Iogen go

Mfg. License No. /

IMpousBoacTBeHHAR : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PT'-RU)
auueHznsa Ne

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

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

Page4of6/Crp.4u36
7 | Chiral purity / Xupaasnas |Below LOD (LOD =0.0138 %)/ S-isomer — not more than 1.5% /
YHCTOTA Hwxe npenena o6Hapyxenus (I10 g B o
=0,0138%) S-uzomep — He 6onee 1,5 %
8 | Loss on drying / Iloreps B 3.0%/3,0% Not more than 6.0 % / He 6onee 6,0 %
mMacce MpU BbICYIMBAHHH
9 | Microbiological purity*/ MuxpoGuonornueckast 4HcToTa*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / O6uiee 4Kcio Menee 10 KOE/r He 6onee 10° KOE/r
a3pOOHBIX MUKPOOPraHM3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10> CFU/g /
moulds count / O0uiee uucno Menee 10 KOE/r He 6onee 10> KOE/r
JIPOMOKEBBIX U NIIECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcyrctByeT B 1T OrcytctBue B I 1
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaHOPOIHOCTH than 15.0./ TTokazartens npuemnemocty (AV)
5.1/5,1
JIO3UPOBAHUS Jo/bkeH ObITh He Oonee 15,0.
11 | Assay / KosimuecTBeHHOE Between 4.75 mg and 525 mg of
omnpeneeHue 4.89 mg/ 4,89 mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr jgo 5,25 Mr neBoUETHPU3WHA
OUTHIpOXJIopraa B TabneTke.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IponykT cooTBeTCTBYET TpeboBanusm HJJ 3akaouenue: OJIOBPEHO
Prepared by / 4)9 Checked by / Approved by: Manager/Executive /
IMogrorosnexo: e [posepenoyr/’ —~2 Onobpeno: Menemkep / PykoBoantens
— S
Date / Date / Date /
D). ]
Jara: \g D?/ 2026 Jara: (S>~02 ~20 24 | Hara: N




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

IMpoaykT: Anjeppsit TaGneTkH, NOKPHITHIE IIIEHOUHOH 060OUKOH, 5 M

Market / PbiHok : Russia / Poccus

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

Cepus Ne RN Pazmep cepun * 1040300 Ta6

Analytical Repourt No./ . 890001866323 Date of Analysis / . 18/02/2026
AHanuTHYeCKHit oTueT No JlaTa ananusa

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

JdaTa npousBoacTsa T'open no

Mfg. License No. /

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

Analysis performed according ND No / Ananun3s npoeenen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITT-Ma(001333)-(PT'-RU) ot 15.11.23

PageSof 6/ Ctp.513 6

12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10 tablets in a (PVC/AVPVC) foil /
aluminum foil blister. 3 blisters with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / ITo 10 rtabnerox B |/ Ilo 7 unu 10 Tabnetox B Gnucrep wu3
onuctep uz (ITA/AJI/TIBX) donbru | (ITA/AJI/TIBX) donbry /  amOMHUHHEBOM
[ amomnuueBodt doneru. [lo 3 | doneru. ITo 1, 2 unu 3 6Gauctepa BMecTe ¢
OyicTepa BMECTE C MHCTPYKLMeH Mo | MHCTpyKiMeH 1o npuMeHeHHIO (JIHCTKOM-
NPHMEHEHNIO (MMCTKOM- | BKIAOBILIEM) B TAYKY KAPTOHHYO.
BKJIQJIGILIEM) B MAYKY 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.
* TIpoROAMTCS MPOM3BOAMTENEM MPH BIMYCKE NEPUOAHUECKH (C MHTEPBANOM OfHO ncnbiraHue Ha 10 cepuii unu He Meree 1 pasa B rox).

[okaszatenb MOXeET ObITh HE BKIIOYEH B cepTH(UKAT aHann3a PUpMbl

API name / HaumenoBanue ADC:

Levocetirizine dihydrochloride / JleBoueTnpusuHa UrHAPOXIOPU

Levocetirizine / JleBoueTUpHU3nH

Homep cepun cybGcTtanuuu
npoussoantes I'JI1D:

INN / MHH:

API manufacturer batch number / ACSH002266
Homep cepun npousBoautenss AQC:

FP Manufacturer API Batch number / FCSA01871

API Manufactured by & country/
IIpoussoautens ADC, crpana:

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

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

Hpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusm HJ| 3akmouenne: OJOBPEHO

Prepared by / o Checked by / Approved by: Manager/Executive /
[Togrotosnexo: M__, Hposepeu@/\ﬂ Onobpeno: Menemxep / PykoBoauTens

P V

Date / \ 8 -"DZ"?D% Date /

Hara: Hara:

Date / Y oM
[—%' "OZNMM Hara:




. @
Dr.Reddy’s Qs
. CERTIFICATE OF ANALYSIS
CEPTHD®UKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
Ipoaykr: Annepgaii TaneTku, MOKPHITHIE MIEHOYHOMN 006010YKOMH, 5 MI

Market / Poinok : Russia / Poccus

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

Cepust Ne ¢ E2601491 Pasmep cepun 1040300 Ta6

Analytical Repovrt No./ . 890001866323 Date of Analysis / . 18/02/2026
AHaauTHYeCKH I oTUeT N JlaTta avanu3sa

Date of Manufacture / . 06/01/2026 Date of Expiry / . 31/12/2028

JaTta npou3BoacTBa T'ogen go

Mfg. License No. /

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

Analysis performed according ND No / Anann3 nposeaen no HJ/L Ne: JII-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) or 15.11.23

Page 6 of 6 / C1p. 6 u3 6

Name. address. authorization No for Survey Ne41, (Formulations Technical Operations - Unit-III),
FP m;nu fac tu;in site / Control site / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / g S Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
e B 222 T EONE State, India (License No 59/RR/AP/97/F/R)
P ,aulfn P Vuyactok Ne 41, (TTpousBoacTeeHHOe noApasaenenue-11I), bauynanmm
e 4 eCTB.ﬂﬂlOme; ’ Bunnanx, bauynannu Maunpgan, Menuan Mankagxrupu JIUCTPUKT,
u }(,)111:330 CTBO;I:«)HT on bauynannu (B), bauynannu (M), Mequan-Mankamxrupu (1), wrar

p A ponb Tenaurana, Unnus (Jlnuensus Noe S9/RR/AP/97/F/R)
Kka4yecTBa/Bbinyck ['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.

3akroueHne 0 cooTBETCTBHU: «HacTosINM 51 TOATBEPIKAAID, UTO NPUBEAEHHas Bblllie MHGOpMALUs SBNSETCS JOCTOBEPHOH
¥ TOYHOM. DTa cepust MpoAyKIHK NpousBeaeHa (BKIoUas ynakoBky (MapKUpOBKY) U KOHTPOb Ka4e€CTBa) Ha BbILLIEYKa3aHHOM
NPOU3BOACTBEHHON mnowanke (Mowaakax) B MOJHOM COOTBETCTBHM ¢ Tpebosanusmu [lpaBun Hamiexauei
npoussojcTBeHHoil mpaktiku (NeGMP-01887/21/IN ot 28 anpens 2021) n TpeOOBaHUSAMH KOHTPOJIS Ka4yecTsa
JIEKAPCTBEHHBIX CPEACTB, a TAKXE B COOTBETCTBUM CO cneUuudUKaLMSAMHU, COAEPXKALMMUCS B PErMCTPALMOHHOM J0Che
CTpaHbI-UMIIOpTEPa. 3alucH MO MPOM3BOACTBY, YMAKOBKE W aHalM3y MPOBEPEHbI, ¥ YCTAHOBJEHO MX COOTBETCTBHE
TpeboBaHusm [paBun Haanexaliei Npou3BOJCTBEHHOH PAKTHUKH.

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

IIpumeuanne: IIponykT cooTBeTcTByeT TpebosanusM HJJ 3akauenue: OJJOBPEHO

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

[Tonrorosnexo: ﬁg— Hposepw@/\/ Onobpeno: Menemxep / PykoBoautens
o B —

Date / > 2 Date / Date / PR Vg

Jara: |3-01-2026 Jara: & ~p2~20268 | Hara: s






