Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTHDPUKAT AHAJIM3A

'Product : Allerway film-coated tablets 5 mg
IMpoayxT: AnnepBsit TabNeTKU, MOKPHITHIE TUIEHOUHOH 060710UKOMN, 5 MT

Market / Poinok : Russia / Poccust

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

Cepus Ne - C2601756 Pazmep cepuu * 1040300 126

Analytical Repovrt No./ . 890001866325 Date of Analysis / . 18/02/2026
AHaTUTHYECKHIT oTueT No JdaTta ananusa

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

Jarta nponssoactsa TIoaeH no

Mfg. License No. /

IMpousponcTeeHHas : 59/RR/AP/97/E/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JnHeH3usd Ne

|JIT-Ne(001333)-(PT-RU) ot 15.11.23

Analysis performed according ND No / Auasuz nposegen mo HJ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page1of 5/Ctp.1mu35

Ne Test / ITokasaTean

Result / Pe3ynbTaThl

Specification / Hopma

1 | Appearance/ OnucaHue

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. / OanbHbIE
JIBOSIKOBBITIYKJIbIE TabJNeTKH,
NOKPBITHIE TJIEHOUHOH 0060J10uKOH
Oenoro 1BeTa, C OJHOM CTOPOHbI
rajKkde, Ha Jpyrod CTOpOHE
rpasupoBka «R 5». Ha nonepeunom
paspese siapo Henoro 1geTa.

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. / OBaNbHBIE ABOSKOBBIIYKIIBIE
TabJIETKH, NOKPLIThIE IJICHOYHOI 0007104KOMH
Oejioro WJIM ToutTH Oenoro 1BeTa, ¢ OLHOMU
CTOPOHBI TflajKHe, Ha Jpyroil CTopoHe
rpaBupoBka «R 5». Ha nomepeuHoMm paspese
Apo oT 6eyioro A0 nouTu Oenoro LBeTa.

Identification
Levocetirizine/
HpenTudukanus
JleBoueTHpHu3UH

Complies as prescribed /
CooTBeTCcTBYET TPeOOBAHHUM

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
OCHOBHOIMO  MWKa Ha  XpOMaTorpamme
HCIIBITYEMOro pactBopa JOJDKHO
COOTBETCTBOBAThL  BPEMEHH  YACpKHBaHHA
OCHOBHOTO TIMKa Ha XpOMaTorpaMmme pacTBopa
CTaHJapTHOrO  06pasia  JIeBOLETHPU3UHA
nuruapoxnopuna (pasgen «KonuuecTBeHHOE
OTIpEICTICHUEY).

Average weight /
Cpeanss macca

134.48 mg/ 134,48 mr

133.25 mg + 4% (between 127.92 and 138.58

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

Disintegration /
Pacnanaemocts ’

2 min/ 2 MUH

Not more than 15 min / He 6osee 15 Mus

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBanusm HJ

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

[ )
Prepared by / 4}3 Checked by / 2 | Approved by: Manager/Executive /
[loarorosneno: \ q l'[poﬂepeW Onobpeno: Menemiep / PykoBoguteb
y
Date / Date / v Date / S
Jlara: \8 02~ QD% Jara: [862 ‘ Z%é Jarta: 4 gl d
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Dr.Reddy’s ‘.’. CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Mpoaywer: Ansepesii TabneTkH. NOKPLITHIE IIEHOYHOM 000104 K0T, 5 MD

Market / Poinok : Russia / Poccus

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

Cepus No SR Pazmep cepun 1040300 Tab

Analytical Repovrt No./ . 890001866325 Date of Analysis / . 18/02/2026
AHanuTHYecKHii oTuer No JlaTa aHa/in3a

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

JlaTa npoussoacTea T'onen no

Mfg. License No. /

IlponsBoacTeenHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JinueH3us Ne

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

Analysis performed according ND No / Ananau3s nposegen mo H/I Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

Page2 of 5/Crp.2 m35

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

NLT 80% (Q) of label claim of levocetirizine
dihydrochloride after 20 min. / He menee 80
% (Q) OT HOMHHANBHOTO COJEpPKAHUS
NeBOLETUPU3UHA AUTHApoxjopua 4epes 20
MUH.

6 | Related Substances / PogcTBeHHbIe TpUMECH

Impurity A / [Tpumecs A Not detected / He obHapyxeHa
Impurity B / [Ipumecs B

0.01%/0,01%
Impurity C / I1pumecs C

Not detected / He oOHapyxeHa

Impurity D / ITpumecs D
0.01%/0,01%

Impurity E / Tlpumecs E
0.03%/0,03%

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 0.4 % / He 6o1nee 0,4 %

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

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykr coorBeTcTBYET TpeboBaHusm HJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

A
Prepared by / Checked by / p&”—’(’f Approved by: Manager/Executive /
[Toarorosneno: ﬂ ﬂposepe% Onobpeno: Menemxkep / PykoBoautens
Date / Date / 1) Date /
Hara: \ g 02 -2026 JaTa: IS-EP226 Jlara: \§ A0
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
Ipoaykr: Anneppaii TabneTkH, MOKPBITHIE MIEHOUHON 0607104YKOH’, 5 MI

Market / PoiHOK

: Russia / Poccus

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

Cepus Ne NEEET Pazmep cepun ' 1040300 Tab

Analytical Repovrt No./ . 890001866325 Date of Analysis / . 18/02/2026
Ananutuyeckuii oTyer Ne Jara ananaunsa

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

JlaTa npou3BoacTBa ToxeH no

Mifg. License No. /

IMpousBoaCTBEHHAN : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
aHueH3usi Ne

Analysis performed according ND No / AHanus npoBe/eH no HA Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /

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

Page3of 5/ Crp.3m35

Impurity F / [Tpumecs F

Impurity RCT-3 / IIpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas equHU4Has
HeuAeHTUhUIUPOBAHHAS
pPUMeECh

Below LOD (LOD =0.014%) / Huxe
npenena obHapyxenus (I10
=0,014%)

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

0.07% /0,07%

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

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

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

| Total impurities /
CymmMma npumeceit

0.1%/0,1%

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

S-isomer — not more than 1.5% /

7 | Chiral purity / Xupansuas |Below LOD (LOD =0.0138%) /
YUCTOTA Hwxe npenena o6napyxenus (I10 = S-uzomep — He Goree 1,5 %
0,0138%) ’
' 8 | Loss on drying / Iloteps B 3. 1%/ 3,1 % Not more than 6.0 % / He 6onee 6,0 %
Macce PH BBICYIIMBAHUH
9 | Microbiological purity*/ Mukpo6uosorndeckas yucrora*

a) Total Aerobic Microbial
Count / O611iee yrco
a3pOOHBIX MUKPOOPIraHH3MOB

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

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

Remarks : The Product confirms to ND/
Ilpumeyanue: [IponykT cooTBeTcTBYET TpebopaHusM HJ|

Conclusion : APPROVED /
3akmouenune: OJIOBPEHO

A Y /‘)
Prepared by / o Checked by """+ Approved by: Manager/Executive /
Iloarorosnexo: id{ﬂ)l ! Tposepende= Onobpeno: Menemxep / PykoBoaurens
T
Date / Date / 27 Date /
Jara: \8 rD?J“ZDLé Jara: )& 2028 Jara: \§ - ¢
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
Mpoaykr: Annepsaii TaGNETKH, MOKPLITHIE TUIEHOYHOM 060JIOUKOM, 5 MT

Market / Peinok : Russia / Poccust

Batch No. / . 2601756 Batch Quantity / ; 1040300 tab /

Cepus Ne B Pasmep cepun - 1040300 Ta6

Analytical Repovrt No./ . 890001866325 Date of Analysis / . 18/02/2026
AHaJUTHYeCKHI oTueT No JMata aHaauza

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

JaTa npoussoacrTaa T'oaen po o
Mfg. License No. /

Ilpon3eoacTBeHHAast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
TMuen3ns Ne

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

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

Page4 of 5/ Crp. 4 m3 5

’ b) Total Combined Yeast and
moulds count / Obuiee uucno
JIPOJNOKEBBIX U THIECHEBBIX
rpubos

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

]

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

¢) Escherichia Coli

10 | Uniformity of dosage units /

OaHOPOAHOCTH A03HPOBAHUS

| Assay / KouuecTBeHHOE
onpejaeleHue

Absent in 1 gram /
OrcyrctByeTB 1 T

Shall be absent in 1 gram /
OtcyrctBHEe B 1 T

3.8/3,8

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

4.95 mg /4,95 mr

Between 4.75 mg and 5.25 mg of
levocetirizine dihydrochloride per tablet. /
Ot 4,75 mr po 5,25 Mr JNeBOLETUPU3NHA
JUTHAPOXIIOpUaA B TabJIETKE.

12 | Packaging / YnakoBka

10 tablets in a (PVC/AV/PVC) foil /
aluminum foil blister. 1 blister with
patient information leaflet in a
carton pack. / [lo 10 tabnerok B
6mctep u3 (ITA/AJI/TIBX) donbru
/ anromuHueBo#t Qomeru. Ilo 1
6JicTepPY BMECTe C MHCTpYKLHeH 1o
IPUMEHEHHIO (cTKOM-
BKJIAZIBIIIIEM) B MTAYKY KAPTOHHYIO.

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 Ttabnetok B OnucTep U3
(TTA/AJITIBX) donbru  /  anioMHUHHEBOM
doneru. Tlo 1, 2 wiu 3 Gnucrepa BMecTe ¢
HHCTPYKIHEH 10 NpPUMEHEHHIO (JIUCTKOM-
BKJIAZIBILIEM) B TTAYKY KAPTOHHYIO.

* 1t 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.
* TTpoBOAKMTCST IPOM3BOAUTENIEM TP BBIMTYCKE MEPHOAMUECKH (C MHTEPBAIOM OJHO McHblTaHue Ha 10 cepuil unu He MeHee

1 paza B ron).
[ToxazaTenb MOXET ObITb HE BKJIOYEH

B cepTuduKaT aHanu3a GpUpMBl.

Remarks : The Product confirms to
IIpumeuanne: [TpoayKT cOOTBETCTB

ND/
yeT TpeboBanusm HJJ

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO

|} /“*
Prepared by / Checked by | ——2 , " Approved by: Manager/Executive /
[ToaroTtosnexo: @/_ ﬂpnsepeaao"/ggé_g/] Onobpeno: Menemxep / PykoBoautens
Date / Date / 57 292 2| Date /
Hara: \g ‘_02’ elDLE Jara: Q Jara: VR
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg

IMpoxywT: Annepssii TabneTKN, NOKPHITHIE MIEHOYHOM 0O00JIOUKOH, 5 MI

Market / PoiHOK : Russia / Poccus

Batch No. / . C2601756 Batch Quantity / . 1040300 tab /

Cepnst Ne ) - Pa3zmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001866325 Date of Analysis / . 18/02/2026
AHannTHYecKnii oTyer Ne JlaTa anaausza

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

Jara npoussoacrea Tonex no

Mfg. License No. /

MpouzsoacTeeHnasi : 59/RR/AP/97/E/R MA number: / Homep PY : JII-Ne(001333)-(PI'-RU)
THuen3us Ne

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

Analysis performed according ND No / Auanau3 nposenen no HJ[ Ne: JITT-Ne(001333)-(PT'-RU) dt. 15.11.23 /

PageSof 5/ Crp.5u3z 5

API name / Hanmenoanne A®C:

Levocetirizine dihydrochloride / Heﬁouempmnﬂa ANTHAPOXIIOPH]

INN / MHH:

Levocetirizine / JleBoueTUpHU3UH

API manufacturer batch number /
Howmep cepuu npoussoautens APC:
FP Manufacturer API Batch number /
Homep cepun cyGerannun
npoussoaurens I'JId:

ACSH002302

FCSA01872

API Manufactured by & country /
IIponssoautens ADC, cTpana:

Dr. Reddy's Laboratories Ltd., India /
H-p Penau’c Jlaboparopuc JIta., Unaus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaumeHoBaHHe, agpec H HOMep
JIMIEeH3HH JIOMATKH,
OCYIIleCTBJISIONIeH
NPOH3BO/ICTBO/KOHTPOJIb
KauecTBa/Boinyck I'JI® /

I

Survey Ne41, (Formulations Technical Operations - Unit-IIT), Bachupally
Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V),

Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License

No 59/RR/AP/97/F/R)

Vuacrok Ne 41, (TTpouzBoacTeerHoe noapasaenenue-1I), bauynanmm
Bunnamk, bauynannu Manzaan, Meguan Mankampkrupu JIUCTPUKT,
bauynannu (B), Bauynanau (M), Meguan-Manxamxrupu (I), wrar

Tenanrana, Uuans (JInuenzus Ne 59/RR/AP/97/F/R )

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.

3akmoueHue 0 COOTBETCTBHH: «HacTosUINM S MOATBEpIKAAI0, YTO NPHUBEAEHHAs Bhille HHPOPMaLYs ABIAETCS JOCTOBEPHOH
¥ TOYHOMN. DTa cepHst NPOAYKIIHY Tpou3BeeHa (BKItoUas ynakoBky (MapkupOBKY) H KOHTPOIIb Ka4ecTBa) Ha BbIIIEYKa3aHHOM
MPOU3BOACTBEHHOH miomwanke (TUiollankax) B TONHOM COOTBETCTBUM ¢ TpeboBanusaMd llpaBun Hajnexatieh
npousBoAcTBeHHONW npakTtHku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeOoBaHMAMM KOHTPOJS KauecTBa
JIEKapPCTBEHHBIX CPE/CTB, a TaKKe B COOTBETCTBHU €O cneludUKAUNsIMH, CONEPNKAIIMMUCS B PErHCTPALMOHHOM JOCHE
CTpaHbI-MMIIOpTepa. 3amucd MO TNPOM3BOJCTBY, YNAKOBKE W aHalM3y [POBEPEHbl, M YCTAHOBJIEHO MX COOTBETCTBHE
TpeboBanusaM [IpaBun Hajmexale NpoU3BOJCTBEHHOM MPaKTHKH.

Remarks : The Product confirms to ND/

Ilpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusm HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

L )
Prepared by / Checked by / . ' };Appr(wcd by: Manager/Executive /
[ToarorosneHo: @,‘ I Ipoucpeuﬂ@by‘/ Onobpeno: Menemxep / PykoBoautens
! S
Date / Date / Date /
> 02~ qué .
Hara: \ 8 "'02«"');0‘256 Jara: (&-0Z Hara: W ueioh






