Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIN3A

Product : Allerwa;' film-coated tablets 5 mg
IpoayxT: Ansnepsaii TabneTkH, NOKPHITHIE MIEHOUHOH 060J04KOH, 5 MT

Junenzus Ne

Market / Poisox : Russia / Poccus

Batch No. / . Batch Quantity / 1040300 tab/

Cepun Ne b 62513670 |Pazmep cepun © 1040300 Tab

Analytical Rep0ft No./ . 890001855280 Date of Analysis / . 23/12/2025

AnanuTudeckuii oruetr Ne Jara ananusa

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

JlaTa npousBoacTBa Toaen a0 -
Mfg. License No. /

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

Analysis performed according ND No / Ananus nposeaed no H/I Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)~(PT-RU) ot 15.11.23

Ne | Test / ITokasaTens

Result / Pe3yabTaTnl

Pagelof6/Crp. 1136
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. / OBasbHbIE
JIBOSIKOBBINYKJTbIE TabneTkn,
MOKPBITHIE MJIEHOUHOH 060A04KOH
6enmoro 1UBETa, C OAHON CTOPOHBI
riajkue, Ha  JpYroil  CTOpoHe
rpaBupoBka «R 5». Ha nonepeunom
pazpese sapo H6enoro ypeTa.

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. / OBaJibHbIE NBOSIKOBBIITYKJIbIE
TabJIeTKH, MOKPLITHIE MAEHOYHOH 00050uKOoM
Oenoro MMM moyTdH Oenoro IBeTa, ¢ OAHON
CTOPOHBl TNaJKHe, Ha [OpYroif CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom paspese
sIpo OT 6e710r0 10 nouTH Henoro uBera.

2 | Identification
Levocetirizine/
HNaenrnduranus
JleBOLIETHPH3HH

Complies as prescribed /
CooreeTcTBYeT TpebOOBaHHUAM

| CTAaHAAPTHOI'O

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 ynepxuBaHUS
OCHOBHOrO TMHKa Ha  XpoMarorpamme
UCTIBITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBATL BPEMEHH  YIECPIKHBAHHS
OCHOBHOIO MMHKa Ha XpOMAaTOIrpaMMe pacTBoOpa
obpazia  JieBOLETHPU3UHA
muruapoxnopuga (pasnen «KonudectBeHHoe
OTIpeAeTICHHER).

Remarks : The Product confirms to ND/
Ipumeuanne: [Iponykt cootBeTcTBYeT TpedoBaHusM HIT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Preparedby/ _— . o 7 A Checked by / Approved by: Manager/Executive /

Tloarorosneno: | ,a,?:/g,f [Tposepero: % Ono6peno: Menemxep / |J},.|(0|30,unTcn@/_
=)

Date / DA 2222 Date / 9 W2 ~2072s | Date/ ‘LLt ~l1- " A

Jara: Jlata: JaTa:




Dr.Reddy’s Qi‘

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIN3A

[Product : Allerway film-coated tablets 5 mg
IMpoaykT: ANnepBaii Tab€TKH, MOKPBITBIE MIEHOYHOH 060104KO0H, 5 MT

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

Market / Poinok : Russia / Poccust

Batch No. / _ Batch Quantity / 1040300 tab /

Cepus Ne # E2515610 Pazmep cepuu " 1040300 Tab

Analytical Repourt No./ . 890001855280 Date of Analysis / . 23/12/2025
AHanuTu4ecKni oTyet No JaTa anaausza

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

JaTta npou3BoacTBa Togen g0 B

Mfg. License No. /

MpoussoacTBenHas : 59/RR/AP/9T/F/R MA number: / Homep PY : JIIT-Ne(001333)-(PI'-RU)
JHUeH3us Ne

Analysis performed according ND No / Anammz nposeaen no HJL Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page20f 6/ Crp.2 m3 6

3 | Average weight /
Cpeansst macca

133.81 mg/ 133,81 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr =4 % (o1 127,92 no 138,58 mr)

4 | Disintegration /
PacnagaemocTh

2 min / 2 MuH

Not more than 15 min / He 6onee 15 mun

5 | Dissolution / PacTBopenue

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80

F% (Q) OT HOMHHANLHOTO COACPXKAHUS
NIeBOLIETHPU3KMHA JUruapoxyiopuaa depes 20
MUH.

Unit-1 / Ta6n.-1 96 %
Unit-2 / Ta61.-2 94 %
Unit-3 / Tabn.-3 96 %
Unit-4/ Tabn.-4 | 98% |
Unit-5 / Ta61.-5 98 %
Unit-6 / Tab1.-6 94 %

6 | Related Substances / PogcTBeHHBIe DpuMecH

Impurity A / [Ipumecs A

Impurity B / [Tpumecs B

Below LOQ (LOQ
Hmke upemena KOMMUYECTBEHHOTO
onpenenerus (ITKO = 0,008 %)

Below LOD (LOD =0.007 %) /
Huxe npenena oonapyxexus (10
=0,007%)

=0.008 %) /

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

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

=

Remarks : The Product confirms to ND/
IIpameuanue: [Tpoxykt cootBerctpyer Tpeboanusm HJL

Conclusion : APPROVED /
3aksmouenue: OJIOBPEHO

Prepared by / 4 Kffgg;-léj;;l:’ Checked by / / Approved by: Manager/Executive /
l"loarnTaneugJﬂf///‘:?"’ E I[Mposepeno: //@ Ono6peno: Menemxep / P_vxoumurrc.%@// i
Date / 241 2224 | Date/ —20v5 | Date/ \L— W g
Jara: Jara: ALy Jlara: ()’L\/'
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Dr.Reddy’s €z

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mé
Hpoayrr: Anepsaii TabaeTKi, NOKPLITHIE MIEHOYHON 060JI0UKOM, 5 Mr

Market / Poinok

: Russia / Poccus

Batch No. / ] Batch Quantity / 1040300 tab /

Cepus Ne w AL Pasmep cepun © 1040300 tab

Analytical Repovrt No./ . 890001855280 Date of Analysis / . 23/12/2025
AHangTHYecKHuii oTyeT No JlaTa ananusa

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

JlaTa npou3BoACTBa ~ |l'onen go B

Mfg. License No. /

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

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

Analysis performed according ND No / Anasnus nposeaen no HJ{ Ne: JIN-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page30f 6/ Crp.3 u3 6

Impurity C / [Ipumecs C

Impurity D / [Tpumecs D

Impurity E / [Tpumecs E

Impurity F / Tlpnmecs F

Impurity RCT-3 / ITpumecs
RCT-3

Any individual unidentified
impurity / Jlrobast enuHnYHAs
HEWJIeHTU(ULIPOBaHHAS

PAMECH

Not detected / He oOHapy»keHa

0.01%/0,01%

0.02%/0,02%

Not detected / ve obHapy»eHa

0.06% / 0,06%

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

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

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

Not more than 0.4 % / He 6o1ee 0,4 %

Not more than 0.4 % / He 6oinee 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/ Conclusion : APPROVED /
Ipumeuanue: [IponyxT coorBeTcTBYET TpeboBanusm HJL 3akmouenue: OJJOBPEHO
Prepared by / r’f:?n, e ,,c:zaf_’; Checked by / Approved by: Manager/Executive / @@/
Ilawﬂl"{\'r'a?rla.ner!o:17’%';:1» ITpoBepeHo: Onobpeno: Mernemkep / PykoBoautenp
Date / 2442&”@ Date / 9 W10 ~20uS Date / 9 Uy - 12- % 2
Hara: Jara: Hara:
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoaykr: Alutepeaii TabaeTin, NOKPLITEIE TIEHOYHOI 060704KOi, 5 Mr

Market / PeiHok : Russia / Poccusa

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

Cepusi Ne s C2813670 Pazmep cepun * 1040300 Tab

Analytical Repourt No./ . 890001855280 Date of Analysis / . 23/12/2025

AHaTuTHYECKHii oTyeT No JaTta ananusa

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

JlaTta npousBoacTea - [ Tonen no __
Mfg. License No. /

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

JHueH3Hst No

Analysis performed according ND No / Ananu3 nposeacn no HJ1 Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23 B

Page40f6/Crp.4m36
Total impurities / 0.1 %/0,1 % | Not more than 1.5 % / He 6onee 1,5 %
CymMmma npumeceit

' 7 | Chiral purity / XupaabHas Not detected / He 0bHapy»xeHa S-isomer — not more than 1.5% /
uuerora S-uzomep — e Gonee 1,5 %
8 | Loss on drying / IToteps B 24%/2,4% Not more than 6.0 % / He 6onee 6,0 %

Macce NMpPH BBICYIITHBAHUHU

9 | Microbiological purity*/ MukpoGuosornyeckas qucrora*™

a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /

Count / O61ee unciio Menee 10 KOE/r He 6onee 10° KOE/r

a3pO6HBIX MUKPOOPTraHHU3MOB

b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10> CFU/g /

moulds count / Ob1ee yucio Menee 10 KOE/r He 6onee 10> KOE/r

JPOMOKEBBIX U TIIECHEBBIX

rpuboB

c) Escherichia Coli Absent in 1 gram/ Shall be absent in 1 gram /

OtcyrctByeT B 1 1 OrcyrctBue B 1 1

10 | Uniformity of dosage units / Acceptance value (AV) should not be more

OpHopoaHoCTh than 15.0./ Tloxazarens npuemiemoctd (AV)

4.4 /4.4

J03HPOBAHHUST n JomkeH ObITh He 6onee 15,0.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: ITponykT cooTBeTCTBYET TpeboBanusm HJJ 3aknrouenue: OJJOBPEHO

N

Preparedby/ 2 . = 1| Checked by / Approved by: Manager/Executive / P
qumrmoaﬂcu0;'>J‘;qf_‘fﬁ,,//' = IpoeepeHo: Z@ Onobpeno: Menemxep / P_\'KOBO,ZL]ITCJH-:G_@;_/ .
Date / PAA L D24 | Date/ ‘)/Ur-I’L-:'l_O'Lg Date / 2 - 1% ¢
Jlata: Jara: Jata: Lk
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Dr.Reddy’s Q,‘o‘

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
ponyxT: Anneprsit TabIETKH, MOKPHITEIE NJIEHOYHOH 060104YKOH, 5 M
Market / PoIHOoK : Russia / Poccust
Batch No. / . C2515670 Batch Quantity / 1040300 tab /
Cepus Ne ’ Pasmep cepun © 1040300 Tab
Analytical Repovrt No./ . 890001855280 Date of Analysis / . 23/12/2025
| AHAJTHTHYECKHH oT4eT Ne JlaTta anajusa
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
JlaTa npoussoacTBa Toaen g0 B B
Mfg. License No. /
ITpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
JnueH3uss Ne
Analysis performed according ND No / Ananu3 nposeaen no HJI Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /
JIT-Ne(001333)«(PT'-RU) ot 15.11.23

Page50f6/Crp.5u3 6

11 | Assay / KonuuecTBeHHOE
onpeeieHne

4.91 mg/ 4,91 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr jgo 5,25 Mr JeBOLETHpPU3NHA
JUTHAPOXA0pUIA B TaONETKE.

12 | Packaging / YnakoBka

10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / [To 10 tabaerok B
onmucrep w3 (TTA/AJVTIBX) dosnbru
/[ amomuHueBoit doneru. Ilo 3
6ycTepa BMECTE C MHCTPYKILHEl no
TIPUMEHEHHIO (mneTkoMm-
BKJA/bIILIEM) B MAYKY KAPTOHHYIO.

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.

/ Tlo 7 umu 10 rtabnerok B Oauctep u3
(TTA/AJ/TIBX) doneru / anroMHHHEBOM
doneru. Ilo 1, 2 unu 3 6auctepa BMecTe ¢
HUHCTPYKUHEH IO MNPUMEHEHHIO (JIMCTKOM-
BKJI/IbILIIEM) B MTAYKY KAPTOHHYIO.

The indicator may not be included in the firm's certificate of analysis.
* [IpOBOIMTCS NPOU3BOAMTENEM MPU BBITYCKE NCPHOANYCCKH (C MHTEPBATOM OJ1HO HerbiTaHne Ha 10 copuit win He MeHee [ pasa B rox).

[Toxazatcb MOXeET ObITh HC BKIIIOYCH B cepTH(KaT aHamtuda GUpMbl

* It is carried out by the manufacturer at release periodicalfy (with an interval of one test for 10 series or at least 1 time per year).

API name / Haumenosanue ADC:

Levocetirizine dihydrochloride / JleBoueTHpu3vHa JUTHAPOXIOPUL

Levocetirizine / JIeBOLeTHPU3UH

Homep cepun cy6cTanmn
npouzsoauTeasa LJIdD:

INN / MHH:
API manufacturer batch number / ACSH002096
Homep cepun npousBogurtenst ADC:
FP Manufacturer API Batch number /
FCSA01268

Remarks :

The Product confirms to ND/
IIpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHmsm HJI

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

N — =
Prepared by / 0:“ <" Checked by / Approved by: Manager/Executive /
[ToaroTtosie Hn{_’g 5//:’ [TpoepeHo: Z,@ Onob6peno: Menemxep / PykoBonutens @ |
v
Date / %42,204_8 Date / Y Wele~l00LS Date / (LL(’"\'L' Lo
JHara: Jara: JlaTa:




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A
Product : Allerway film-coated tablets 5 mg
IMpoayxr: Annepsit TabNeTKH, MOKPHITEIE MIEHOYHOI obonoukoi, 5 Mr -
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne ISR Pasmep cepun * 1040300 Tab
Analytical Repovrt No./ . 890001855280 Date of Analysis / . 23/12/2025
AnanuTHdecknii oruet Ne o |daTa anannsa ]
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
Jata npousBoacTea Tonoen no -
Mfg. License No. /
IlpousBoacTBeHHAsN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JauueHzus Ne
Analysis performed according ND No / Anaaus nposeaen no HJ Ne: JITIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page 6 of 6/ Ctp. 6 m3 6

API ManufacturedTy &quntry/ Dr. Reddy's Laboratories Ltd., India /
Hpoussoantens A®C, cTpana: - H-p Peaau’c Jlaboparopuc Jta., Unaust
Naite; siddreny, anthorization No for Surve;t Ned1, (Formulations Technical Operatlons'— _U'mthII_),
o . Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
FP manufacturing site / Control site / ey
Release site / Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
s State, India (License No 59/RR/AP/97/F/R)
HaumenoBaHHe, agpec H HoMep
VYyactok Ne 41, (IIpousBoacteennoe noapasaenenue-1II), bauynannu
JIMIEeH3UH MJIOLIAAKH,
iz Busnnamk, bauynannun Manpan, Menuan Mankamxrupu JJUCTPUKT,
ocyuiecTBIsIIon e B B) B M. M M (I
TR auynanau (B), bauynannu (M), Menuan-Mankamkrupu (1), mrart
TPOMSBOXCTEQ Tenaunrana, Muaus (Jluuensus Ne 59/RR/AP/97/F/R)
KavecTBa/Bhinyck 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.

3aKJitoueHHe 0 COOTBETCTBHU: «HacTosilyM s MoATBEPXkKAAI0, YTO NMPHUBEACHHAS Bbile HH(OpMAaLKS ABNIETCS JOCTOBEPHOM
¥ TOYHOH. DTa cepust MpodyKL MU pou3BeaeHa (BKIOYas ynakoBKy (MapKHpOBKY) H KOHTPOJIb Ka4eCTBa) Ha BbILLICYKA3aHHOM
NpPOU3BOACTBEHHON TMnomianke (mnouiagkax) B TNOJHOM COOTBETCTBUM ¢ TpeboBaHusMu [lpaBun Haanexaiuei
npousBoacTBeHHOH mnpakTikd (NeGMP-01887/21/IN ot 28 anpens 2021) u TpebOBaHHSIMH KOHTpPOJII KauecTBa
JIeKapCTBEHHBIX CPEJCTB, & TAKXKEe B COOTBETCTBUM CO creUU(UKAUMIMH, CONEPXKAIIMMHUCS B PErHCTPAllMOHHOM J0CHE
CTpaHLI-UMIOpTEpPa. 3amUCH MO NPOM3BOACTBY, YNAKOBKE W aHajin3y MPOBEPEHBl, W YCTAHOBIEHO MX COOTBETCTBHE
TpeboBaHusM [IpaBun Haanexaleil npou3BOACTBEHHOH MPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuyanue: IlponykT cooTBeTcTBYET TpeboBanusm HJL 3axmouenune: OJOBPEHO

o
Prepared by / o 2> | Checked by / Approved by: Manager/Executive / @
[ToarorosiieHo jf/ IposepeHo: lﬁ@ Onobpeno: Menemxkep / PykoBoauTens ~—
Date / DAAN2Dp)s5 | Date/ 5 Date / ) )y ~Ro M
JlaTa: Jlara: L1220 Jlara: 8






