Dr.Reddy’s €&

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
I poaykT: Annepsait TabNETKH, MOKPHITHIE MIEHOYHOM 060I0UYKOM, 5 M
Market / PoiHok : Russia / Poccusi
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus N R alenas EA——— * 1040300 Ta6
Analytical Repourt No./ . 890001855208 Date of Analysis / . 23/12/2025
AHaauTHYecKHii oTueT No |[laTa anannza |
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
Jata npoussoacTea o B ~ |Toaen ao -
Mfg. License No. /
[IponsBoacTBeHHas ¢ 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
JuneH3usn Ne
Analysis performed according ND No / Anaaus nposeaen no H/l Ne: JIIT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JIII-Ne(001333)-(PT-RU) ot 15.11.23

Pagelof 6/ Crp.1u36

Ne Test / IlokaszaTenn

Result / Pe3yabTaTsi

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. / OBajibHbIE
JIBOSIKOBBIMYKJIbIC TabneTku,
TIOKPBITBIE TUICHOYHOW 060N0UKOH
6enoro 1BeTa, C OJHOW CTOPOHBI
riajxKue, Ha JApYroid  CTOpOHE
rpaBupoBka «R 5». Ha nonepeunom
pazpeze sapo 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. / OBaJibHbIE JBOSIKOBBIMYKJIbIE
TabJeTKH, MOKPBIThIE MIEHOYHOH 060J10uKOM
Oenmoro uiM nmoutH OeJoro 1BETa, ¢ OLHOM
CTOPOHBI ~Ijafkue, Ha JApPYroit cropoHe
rpaBupoBka «R 5». Ha momepeuHoMm paspese
sapo oT 6enoro 1o noutH H6esoro 1Bera.

Identification
Levocetirizine/
HNnentudurkanus
| JIeBomeTHPH3HH

Complies as prescribed /
CootsercTByeT TpebOBaHHAM

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 ymepxuBaHus
OCHOBHOTO TMHKa Ha  XpoMarorpamme
HCTIBITYEMOTO pacTBopa JOJDKHO
COOTBETCTBOBATH BPEMEHH  yIEP)KUBAHMS
OCHOBHOTO MMHKa Ha XpOMaTorpaMMe pacTBopa
cTaHzapTHOro obpasua  JIeBOLETHPU3UHA
nuruapoxyopuia (pazgen «KonuyectBeHHOE

OTIpEeTeHUEY).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHusm HJ 3axmouenne: OJJOBPEHO

\
Prepared by/ _—, ‘//.{,&“—fa"' Checked by / Approved by: Manager/Executive /
Iluﬂrmoaﬂeung,#;;i}g/»-' Iposepeno: L‘QD Onobpeno: Menemxkep / PyxoBonnTtenn/ (g,
Date / Q42 Vo2 | Date/ 0 -urLs | Date/ : 3 — 20V
Jlata: Jara: ZM e JlaTa: u&rt




Dr.Reddy’s ‘,’:‘.

CERTIFICATE OF ANALYSIS

CEPTUD®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IpoaykT: Aniepsait TabneTKH, MOKPLITHIE IEHOYHOMN 06010UKOM, 5 MP

Market / Poinok

: Russia / Poccus

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

Cepusn Ne o T — * 1040300 Tab

Analytical Repovrt No. / . 890001855208 Date of Analysis / . 23/12/2025
AnanuTnyeckni oryer Ne ~ |Mdara ananusa

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

JaTa nponspoacTea TI'open po N

Mfg. License No. /

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

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

Page2of 6/ Crp.2 u3 6

Average weight /
Cpennsas macca

132.90 mg / 132,90 mr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr+ 4 % (ot 127,92 no 138,58 mr)

Disintegration /
PacnmagaemocTh

3 min/ 3 MUH

Dissolution / PacTrBopenne

Unit-1/ Ta611.-1 96 %
Unit-2 / Ta6mn.-2 96 %
| Unit-3/ Ta6n.-3 96 %
 Unit-4 / Tabn.-4 93 %
Unit-5/ Tabn.-5 96 %
Unit-6 / Ta6n.-6 97 %

Not more than 15 min / He 6onee 15 mun

NLT 80% (Q) of label claim of levocetirizine

—— dihydrochloride after 20 min. / He menee 80

% (Q) OT HOMUHAJIBHOTO COAEPIKAHUSI
JIEBOLIETHPU3UHA AMIHApoXIopraa vepes 20
MUH.

Related Substances / PoacTBennble npuMecH

Impurity A / [Ipumecs A

Below LOD (LOD =0.007 %) /
Hwxe npenena obnapyxenns (11O

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

=0,007%)
Impurity B / Ilpumecs B Below LOQ (LOQ =0.008 %) / Not more than 0.4 % / He 6onee 0,4 %
Huxe npenena KONMYECTBEHHOIO
onpenenenus (IIKO = 0,008 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: IIponykt cooTBeTcTByeT TpeboBaHusaM HJI 3aknouenne: OJOBPEHO
15,
Preparedby/ ) & " _|Checked by / Approved by: Manager/Executive /
[TOArOTOBICHO; /Lﬁ/“m ™ [IpoBepeHo: [ﬁ@ Ono6peno: Menemxep / Pyxoaonmenb@
Date / % A2 2025 Date / ANLOLS Date / ; o™l
Jlata: JHara: LU Jlara: -\ L
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Allerway film-coated tablets 5 mg
MpoayxT: Annepsii TabaeTKH, MOKPBIThIE MJIEHOYHOM 060J104KOH, 5 Mr
Market / PuiHok : Russia / Poccust
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne HEEE Pazmep cepun 1040300 Tab
Analytical Repourt No./ . 890001855208 Date of Analysis / . 23/12/2025
AHasnTHYecKMii oTyeT Ne |laTa ananusa
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
Jdara npousBoacTBa ToneH no
Mfg. License No. /
IIpoussoacTBeHHAast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)~(PI'-RU)
JHUeH3Hst Ne
Analysis performed according ND No / Auanns nposeaen no HA Ne: JIIT-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITT-N2(001333)-(PI'-RU) ot 15.11.23

Page30of 6/ Crp.3mu36

Impurity C / I[Tpumecs C

Impurity D / TTpumecs D

Impurity E / I[Tpumecs E

Impurity F / TTpumecs F

Impurity RCT-3 / Tlpumech
RCT-3

Any individual unidentified
impurity / Jlrobast exuHuuHas
HeuneHTH(UIHPOBAHHAS
npuMech

Not detected / He 0OHapyxeHa

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 detected / He obHapy)keHa

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

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 pernctpaunu (I'1P =0,05 %)

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

Remarks : The Product confirms to ND/
ITpumeuanne: [IponykT coorBeTcrRyeT TpeboBanusam HIJ
e,

Conclusion : APPROVED /
3akmoyenue: OJJOBPEHO

Prepared by / ( # 2/-)/ . ‘/v""[/, Checked by / Approved by: Manager/Executive /
Moarotosneno:- _W— = [Iposepeno: @ Onobpeno: Menemxkep / PykoBoautens @ i
Iara: Hara: Hara:
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Tipogyxr: Annepsaii TabneTkH, HOKPHITHIE MIEHOUHON 060mouKol, 5 Mr

Market / Poinox

: Russia / Poccus

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

Cepus Ne t ERALHAS Pa3mep cepun 1040300 Tab

Analytical Repourt No./ . 890001855208 Date of Analysis / . 23/12/2025
AHanuTHYECKMH OTueT No o Jata ananansa B

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

daTa npou3BoacTBa |TCoaen no

Mfg. License No. /

IIpon3BoaCTBEHHASN : 59/RR/AP/97/F/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
JHneH3HA Ne

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

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

Page4 of 6/ Crp. 4 u3 6

—

‘Total impurities /
CyMmma npumeceit

0.1 %/0,1 %

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

7 | Chiral purity / XupanbHas
4YHCTOTA

Not detected / He 06HapysxeHa

S-isomer — not more than 1.5% /

S-uzomep — He 6onee 1,5 %

8 | Loss on drying / IloTeps B
Macce IpH BbhICYIIHBAHHH

22%/22%

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

9 | Microbiological purity*/ Mukpo6noJsiornyeckas 4HcTOTa*

a) Total Aerobic Microbial
Count / Ob1iee yncio
a’pOOHBIX MUKPOOPTaHU3MOB

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

b) Total Combined Yeast and
moulds count / O61ee uncio
JPOXOKEBBIX U TIECHEBBIX

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

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

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

| rpubos
c) Escherichia Coli Absentin 1 gram / Shall be absent in 1 gram /
OrcyrctByeT B 1T OtcyrctBUe B 1 T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OagHopogHOCTH 58/58 than 15.0./ TTokazatenp npuemsiemoctd (AV)
JO3UPOBAHUS B LlopkeH ObITh He Oonee 15,0.

Remarks : The Product confirms to ND/

IIpumeuanne: [IpoagykT cooTBeTCcTBYET TpeboBaHusm HJJ
<

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

Preparedby/ — 2> . & S Checked by / Approved by: Manager/Executive /
HOHFOTOBHCHO@%’:;” == IIposepeno; L@ OpobpeHno: Meneuxep / PyKDBO)luTeJIL@/.
Date / A2 D25 Date / K — | Date/ N by XL g

Jara: D4 Hara: 2 WILS Hara: 'HL
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

MpoaykT: Annepsait TabaeTKH, MOKPBITHIE INIEHOUHOH 0607I04YKOMH, 5 MT

Juuensnst Ne

Market / Perinox : Russia / Poccus

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

Cepus Ne 3 G2515430 Pazmep cepun © 1040300 Tab

Analytical Repo“rt No./ . 890001855208 Date of Analysis / . 23/12/2025
AHaJMTHYeCKHIi oTueT Ne JlaTa ananusa

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

JdaTa npou3sBoacTBa TI'onen ao

Mfg. License No. /

TpoussoacTeenHas : 59/RR/AP/9T7/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)

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

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

PageSof 6/ Crp.S5u3z 6

11 | Assay / KonugecTBennoe
onpejeeHne

4.84 mg/ 4,84 mr

Between 4.75 mg and 525 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr go 5,25 Mr neBOUETHpU3MHA
JIUCHAPOXJIOpH/A B TabneTke.

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
6mucrep uz ([IA/AJI/IIBX) donbru
/ amomuHueBOH ¢onbru. [lo 3
6nrcTepa BMeCTe ¢ HHCTPYKUKEit Mo
IPHMEHEHUIO
BKJTA/IBILIEM) B [1AUKY KapPTOHHY!O.

(nMcTroMm-

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 unu 10 Ttabnerok B Onucrep u3
(ITA/AJI/TIBX) doneru / antoMHHHEBOH
¢doneru. ITo 1, 2 unu 3 Gnucrepa BMecTe C
UHCTPYKIMEH T0 TNpPUMEHEHHIO (JIHCTKOM-
BKJIA/IbIIIIEM) B MAYKY KAPTOHHYIO.

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

The indicator may not be included in the firm's certificate of analysis.
* [IpoBOAMTCA NPOH3BOIUTEINEM TIPH BBIILYCKE NEPHOAHUCCKH (C HHTEPBANOM 0/IHO HenbiTasue Ha 10 cepuit nin He Menee | pasa B rop).

[Tokazaresb MOXKET OBITh HE BKITIOYEH B CEPTHQHKAT aHATH3a QHPMbI

API name / HaumenoBauue APC:

Levocetirizine dihydrochloride / JlesoueTupusiHa JUTHAPOXJIOPUA

Levocetirizine / JleBOUeTHPU3UH

Homep cepun cybcTanuuu
_npoussoautens IJIPD:

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

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykt cooTBeTcTBYET Tpeboranusim HJ

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / A e Checked by / Approved by: Manager/Executive /
l'lo,tzru*maﬂeHu;,,i;j;/r — [IpoBepeno: [@ Onobpeno: Menemxep / Pykosojuten b@/
Date / DA 2202 | Date/ Date / —{r—»

Jara: 4 Jlata: VL 1L-100S Jlara: L




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A
Product : Allerway film-coated tablets 5 mg
Mpoaywr: Annepesii TabieTkil, NOKPLITLIC NMNEHOYHOM 060J104KOH. 5 Mr
Market / Poinok : Russia / Poccus
Batch No. / . Batch Quantity / . 1040300 tab /
Cepus Ne 2 G2513433 Pasmep cepun " 1040300 Tab
Analytical Repovrt No./ . 890001855208 Date of Analysis / . 23/12/2025
AHanuTH4ecKHi oTyeT No Hara anannsa
Date of Manufacture / . 12/11/2025 Date of Expiry / . 31/10/2028
Hara npom3BoacTBa o Toaen oo -
Mfg. License No. /
ITpousBoacTBeHHAsT : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JauueHsusi Ne -
Analysis performed according ND No / Ananus nposeaeu no HJI Ne: JII-Ne(001333)-(PT-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PI"-RU) ot 15.11.23 o

Page 6 of 6/ C1p. 6 u3 6

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India /
IIpon3soaurtens A@C, crpana: J-p Penpan’c Jlaboparopuc JIta., Unans
PR | Survey Ne41, (Formulations Technical Operations - Unit-IIT),

?;me, adg r(;ss,.auth.(t)n/zétloxtl Nlo f:)r / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Relg*s‘:“i " B /“““g e Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
Ha"MeHZBZH“e e . State, India (License No 59/RR/AP/97/F/R)
A by ,anli) 7 nHenEp VYyactok Ne 41, (ITpousBoacteenHoe noapasnenenue-111), bauynamiu
” | ec:n TIJTOLIY l;l s Bunnamx, bavynannun Manpan, Menggan Mankamkrupu JJUCTpukr,

Y Bnmm/ue bauynasnu (B), bauynannu (M), Meaguan-Mankampxrupu (1), wrar
A T Tenanrana, Unans (Jlunensus Ne 59/RR/AP/97/F/R)
KxadecTBa/Boimyck 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.

3aKio4YeHNe 0 COOTBETCTBUU: «HacTosIUM s NOATBEPK A0, YTO MPUBEAEHHAS BbIlLe HHMOPMALHUS SBISIETCS JOCTOBEPHOM
Y TOYHOMN. DTa cepus MpoAyKIUHU NMPOou3BeaeHa (BKIIFOYAs YIaKOBKY (MapKHPOBKY) U KOHTPOJb KaueCTBa) Ha BbILIEYKa3aHHOM
[IPOM3BOACTBEHHOH Momaake (miomankax) B MOJHOM COOTBETCTBHM ¢ TpeboBaHusiMu [lpaBun Haamexaiiei
Npou3BoACTBeHHOM mpakTukud (NeGMP-01887/21/IN ot 28 amnpenst 2021) u TpeGoBaHUSMH KOHTPOJS KadecTBa
JIEKApCTBEHHBIX CPEACTB, & TAIOKE B COOTBETCTBUM CO ChElHU(PHKALUMSIMH, COACPNKAIUMHCS B PErHCTPALMOHHOM A0CHE
CTpaHBI-UMNOpPTEPA. 3alliCH MO MPOM3BOACTBY, YMNAKOBKE W aHalM3y MPOBEPEHBI, M YCTAHOBIEHO HX COOTBETCTBHE
TpeboBanuaM IlpaBun Haanexaled NPOU3BOACTBEHHOM NPaKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Iponykt cooTeTcTBYET TpeboBanusiM HJJ 3akmoyenne: OJOBPEHO
N /‘)

Prepared by / s &=} Checked by / Approved by: Manager/Executive /
TTOArOTOBAEHO S [TposepeHo: / @ Onobpeno: Menemxkep / PykoBoauTenb

e
Date / ALD22S Date / IU—2o s | Date/ A\ L= w5
Jara: % Jara: it Jlara: Ra \






