
•·· (?r.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTU<l>HKAT AHAJIU3A 

Product : Allerway film-coated tablets 5 mg 
Ilpo11yKT: A1rneps311 rn6JJeTKH, noKpbITbie nJJeH04HOH o6oJJ04KOH, 5 Mr 

Market/ PblHOK : Russia/ Poccm, 

Batch No./ 
: C2601819 

Batch Quantity/ 1040300 tab/ 
Cepn.11.N"! PaJMep cepHH 

: 1040300 Ta6 
Analytical Report No. / 

: 890001868682 
Date of Analysis / : 28/02/2026 

AnaJJHTH'leCKHH OT'leT .N"! )IaTa anannJa 
Date of Manufacture / 

: 06/01/2026 
Date of Expiry / 31/12/2028 

.l(aTa npOH3BO1lCTBa ro11eH 1l0 
: 

Mfg. License No./ 
IlponJB01lCTsennasi : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N"!(OO 1333 )-(Pr-RU) 
JlHUeH3HH .N°! 
Analysis performed according ND No/ AnanuJ npose1leH no H.ll .N"!: JITI-.N"2(OO1333)-(Pr-RU) dt. 15.11.23 / 
JIIl-.N"!(OO1333)-(Pr-RU) OT 15.11.23 

Test/ IloKaJaTeJib 

1 Appearance/ Onucauue 

2 Identification 
L evocetirizin e/ 
M.ll:eHTH!l>ttKan;nH 
Jleson:eTHpH3HH 

3 Average weight / 
Cpe.ll:HHH Macca 

4 Disintegration / 
Pacna,ll;aeMOCTh 

Pa2c 1 of 5 / CTJJ. 1 u3 5 
Result/ Pe3yJibTaTbl Specification / HopMa 

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. I OsanhHhie a cross-section. / OsanhHhie .UB051KOBhinYKJlbie 
.UB051KOBblilYKJlble Ta6JleTKH, Ta6JleTKH, ITOKpblTbie ITJleHO'-IHOH o6oJTO'-IKOH 
noKpblTbie nneHO'-IHOH 060110'-!KOH 6e11oro J,jJlJ,l ITO'-ITH 6e11oro U,BeTa, C O.UHOH 
6enoro U,BeTa, c O.UHOH CTOpOttbl CTOpOHbl rna.uKtte, Ha .upyroH CTOpOHe 
rna,uKtte, Ha .upyroJ:i cTopoHe rpas11posKa «R 5». Ha nonepeYHOM p83pe3e 
rpas11posKa «R 5». Ha nonepe'-IHOM 51,upo OT 6enoro .uo no'-lrn 6enoro u,sern. 
p83pe3e 51.Upo 6e11oro u,sern. 

Complies as prescribed / 
CoorneTcrnyeT Tpe6osamrnM 

133.56 mg/ 133,56 Mr 

3 min/ 3 MHH 

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"). / BpeM51 y.uep)KJ,rnam,rn 
OCHOBHOro ITH Ka Ha xpoMaTorpaMMe 
HCTihITyeMoro pacrnopa .UOJT)KHO 
COOTBeTCTBOBaTb speMeHH y.uep)KHBamrn 
octtosHoro nttKa Ha xpoMaTorpaMMe pacrnopa 
CTaH.uapTHOro o6paJu,a JleBOU,eTHpH3HHa 
.u11rn.upoxnop11.ua (pa3.ue11 «Ko11111.Jecrnettttoe 
onpe.ueneHtte»). 

133.25 mg± 4% (between 127.92 and 138.58 
mg) I 
133,25 Mr± 4 % (OT 127,92 .uo 138,58 Mr) 

Not more than 15 min/ He 6011ee 15 MHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO'leune: O,ll:OliPEHO IlpnMe'lanne: flpo.uyKT coorneTcTsyeT Tpe6osaHH51M H,ll 

Date/ 
,llaTa: 

" 
Checked by / } ~ 
TiposepeHo: ~ 

Date/ 
.[{am: 

Approved by: Manager/Executive / ~ ---. 
O.uo6peHo: MeHe.u)Kep / PyKoso,1.t11~ ~-



••• Qr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTU: «I> U:KA T AHAJIU:3A 

Product : Allerway film-coated tablets 5 mg 
npoitJ'ICT: AJTITepn:ii·i Ta6JJeTKH, no1qJ1.,ITblC nJJeH04HOH 060J10'IKOJ1 . 5 Mr 

Market / PhlHOK : Russia/ Poccm, 

Batch No./ 
: C2601819 

Batch Quantity / 1040300 tab / 
Cepusi .N"2 PaJMep cepuu 

: 1040300 Ta6 

Analytical Report No. / 
: 890001868682 

Date of Analysis / 
: 28/02/2026 

AuaJJHTHtteCKHH 0TtteT .N"! )laTa auaJJHJa 

Date of Manufacture / 
: 06/01/2026 

Date of Expiry / 31/12/2028 
JJ:aTa np0H3B0)];CTBa rol];eH )];0 

: 

Mfg. License No./ 
IlpOH3B0)];CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"2(001333)-(Pr-RU) 

JIHU,eH3HH .N°! 
Analysis performed according ND No/ AuaJJHJ npoBel];eH no HJJ: .N"2: JIII-.N"2(001333)-(Pr-RU) dt. 15.11.23 / 
JIII-.N"2(001333)-(Pr-RU) oT 1s.11.23 

Page 2 of 5 I CTp. 2 H3 5 
5 Dissolution / PacTBopenue Unit-1 / Ta6n.-1 97% NLT 80% (Q) of label claim of levocetirizine 

Unit-2 / Ta6n.-2 99% 
dihydrochloride after 20 min. / He Mettee 80 
% (Q) OT HOMHHaJibHOI'O CO,l],ep)KaHH51 

Unit-3 / Ta6n.-3 97% neBoueTttptt3ttHa ,l],tt,tt,l],poxnoptt,l],a qepe3 20 

Unit-4 / Ta6n.-4 98 % 
MHH. 

Unit-5 / Ta6n.-5 95 % 

Unit-6 / Ta6n.-6 95 % 

6 Related Substances / Po.r.cTBeHHhie npuMecu 

Impurity A / ITpttMecb A Below LOD (LOD =0.007%) I H11)Ke Not more than 0.4 % / He 6onee 0,4 % 
npe,l],ena o6ttapy)KeHtt51 (ITO 
=0,007 %) 

Impurity B / ITpttMeCb B Not more than 0.4 % / He 6onee 0,4 % 
Below LOQ (LOQ =0.008%) / 
HH)Ke npe,ll,ena KOJ111qecrneHHOro 
onpe.r.eneHtt51 (ITKO = 0,008%) 

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

Not detected I He o6ttapy)KeHa 

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

0.01 % I O,Ol % 

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

0.04% I 0,04% 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IIpuMeqanue: ITpo,z:i;yKT coorneTcrnyeT Tpe6oBaHtt5IM H.D: 3a1rn10qenue: O,l(OEPEHO 

'\ /) 

nonroTOBJleJ • ~ 
Prepared by~/ Checked by/ ~ 

ITpoBepetto: 
Approved by: Manager/Executive/ {f 
O.z:i;o6petto: Mette,ll,)Kep I PyKOBO)J.JITe - ---.... 

Date/ 2-2~ Date/ 
~ .-o 2.- -~'2-..b 

Date/ ~~Wl-6 )lam: )lam: )lam: 



••· Dr.Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPT:U<l>JIKAT AHAJIJl3A 

Product : Allerway film-coated tablets 5 mg 
Il po11-y1CT: Annepe::;i fl ml'foemM, no1<pb1Tb1C nneH011Hott 060J10Y l<OM, 5 Mr 

Market/ PLrnoK : Russia / Poccm, 

Batch No. / 
: C2601819 

Batch Quantity / I 040300 tab / 
CepnSJ .N"2 PaJMep cepnn 

: 1040300 Ta6 

Analytical Report No. / 
: 890001868682 

Date of Analysis / 
; 28/02/2026 

AHaJJHTH'leCKHH OT'IeT .N"2 .l(aTa aHaJJHJa 
Date of Manufacture / 

: 06/01/2026 
Date of Expiry / 31/12/2028 

.l(aTa llJ)OHJBO,!l;CTBa ro,!l;eH ,!l;O 
: 

Mfg. License No./ 
fipOH3B0,UCTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlfl-.N"2(OO1333)-(Pr-RU) 
JlHQeHJHH .N°2 
Analysis performed according ND No/ AHaJJHJ npose,!l;eH no H.l( .N"2: JIIT-.N"2(OO1333)-(Pr-RU) dt. 15.11.23 / 
JITI-N2(001333)-(Pr-RU) oT 1s.11.23 

Impurity F / TTp1-1MeCb F 

Not detected I He o6Hapy)!(eHa 

Impurity RCT-3 / I1pHMeCb 
RCT-3 

0.07% /0,07% 

Any individual unidentified 
impurity / Jho6a51 e.[IHHW-!Ha51 
HewneHTH~HI..\HpOBaHHa51 Below BDL (BDL= 0.05 %) / H11)Ke 
npHMeCb rropora perncTpal..\HH (ITP =0,05 %) 

Total impurities/ 0.1% / 0,1% 
CyMMa rrp11Mecei1 

7 Chiral purity / XupaJibHaSI Below LOD (LOD =0.0138%) / 
l{UCTOT3 HH)Ke rrpeJ:1eJ1a o6Hapy)!(eHH51 (ITO= 

0,0138%) 

8 Loss on drying / IloTepH e 3. 0%1 3,0 % 
Macce npu Bb1cymueauuu 

9 Microbiological purity*/ MnKpo6uoJioruqecKaS1 'IHCTOTa * 

a) Total Aerobic Microbial Less than 10 CFU/g / 
Count I O6w,ee q11c110 MeHee 10 KOE/r 
a3po6Hh!X MHKpoopraHH3MOB 

Remarks : The Product confirms to ND/ 
IlpnMe'fanue: ITpOJ:IYKT cooTBeTcTByeT Tpe6oBaHH51M H,lJ; 

'· 

Page 3 of 5 / C-rp. 3 H3 5 
Not more than 0.4 % / He 6onee 0,4 % 

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

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

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

S-isomer - not more than 1.5% I 

S-H30Mep - He 6onee 1,5 % 

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

Not more than 103 CFU/g / 
He 6onee 103 KOE/r 

Conclusion : APPROVED / 
3aKJiroqeuue: O,ll:OEPEHO 

. 

Checked by / J Pr-. 

ITpoBepeHo: ~ 
Approved by: Manager/Executive I ~./~ ' 

Date I 
L{arn: 

Date / 
L{arn: 

O.[lo6peHO: MeHe,[l)Kep / PyKOBOilllTeJugL_.- -

Date / 
_n:arn: 



•·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTU<I>U:KAT AHAJIH3A 

Product : Alleiway film-coated tablets 5 mg 
Ilpo.lly1n: AJJJJepB3H Ta6JJeTKH, noKPbJTbie nJJeHO'-lHOW o6oJJO'-lKOH, 5 Mr 

Market/ PblHOK : Russia / PoccHll 

Batch No./ 
: C2601819 

Batch Quantity / I 040300 tab / 
Cepm, N!! PaJMep cepun 

: 1040300 Ta6 

Analytical Report No. / 
: 890001868682 

Date of Analysis / : 28/02/2026 
AttaJJHTH'leCKHH OT'leT N2 JJ:aTa attaJJnJa 

Date of Manufacture / 
: 06/01/2026 

Date of Expiry / 31/12/2028 
.LI:aTa npoHJBO,llCTBa ro,llCH ,llO 

: 

Mfg. License No. / 
fipOHJBO,llCTBCHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlll-N2(OO1333 )-(Pr-RU) 

JJHUCHJHH N!! 
Analysis performed according ND No/ AuaJJHJ npose,llen no H.LI: N2: JITT-N2(OO1333)-(Pr-RU) dt. 15.11.23 / 
JIII-N2(OO1333)-(Pr-RU) OT 15.11.23 

Pa2e 4 of 5 / CTI). 4 H3 S 
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 102 CFU/g / 

moulds count / O6mee 'U-Icno MeHee 10 KOE/r He 6onee 102 KOE/r 
,D,pO)fOKeBblX 11 nnecHeBbIX 
rp116os 

c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram / 
OTcyTcTByeT B 1 r OTCYTCTBHe s 1 r 

10 Uniformity of dosage units / 3.9 /3,9 Acceptance value (AV) should not be more 

O,D,HOpO,D,HOCTh )],03Hp0B3HHH than 15.0./ noKa.3aTeJib np11eM11eMOCTH (AV) 
)],OJDKeH 6bITb He 6onee 15,0. 

11 Assay / KoJiu<JeCTBenuoe 4.87 mg / 4,87 Mr Between 4.75 mg and 5.25 mg of 
onpe,D,eJienue levocetirizine dihydrochloride per tablet. I 

OT 4,75 Mr )],O 5,25 Mr nesoueT11p11311Ha 
,D,11rn,D,poxnop11.D,a B rn6neTKe. 

12 Packaging/ YnaKOBKa IO tablets in a (PVC/ Al/PVC) foil / 7 or IO tablets in a (PVC/ Al/PVC) foil / 
aluminum foil blister. 1 blister with aluminum foil blister. 1, 2 or 3 blisters with 
patient information leaflet m a patient information leaflet in a carton pack. 
carton pack. / no 10 Ta6neTOK s I no 7 11n11 IO rn6neTOK B 6JIHCTep 113 
6JIHCTep 113 (TTA/ AJJ/TTBX) ¢onbrn (TTA/ AJJ/TTBX) qJOJibf\1 I aJI10M11H11esofi 
I aJI10M11H11esow !pOJibrH. no 1 <pOJibrH. no 1, 2 11JIH 3 6Jil1CTepa BMeCTe C 
6JIHCTepy BMeCTe c HHCTpyKUHeH no 11HcTpy1<u11ew no np11MeHemno (JI11CTKOM-
npHMeHeHHIO (JIHCTKOM- BKJia)],billleM) B nat.IKY KapTOHHylO. 

BKJia)],blllleM) B nat.IKY 1<apTOHHy10. 

* 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 finn's certificate of analysis. 
* npoBO)],HTC51 npOH3B0)],\1TeJieM npH BblilYCKe nepttO)],Ht.IeCKH ( C HHTepBaJIOM 0)],HO HCTiblTaHHe Ha 10 cep11fi HJIH He Mettee 
1 pa.3a B ro.D,). 
floKa.3aTeJib MO)KeT 6b1Tb He BKJIIOl!eH B cepTH!pHKaT aHaJIH3a cpHpMbl. 

Remarks : The Product confinns to ND/ 
IlpuMe<Jauue: npo,D,yKT coorneTcrnyeT Tpe6osaHH51M H,n: 

Prepared by / 
TT ,D,r0T0BJWJI0: ,.,,,,,....._..-

Date / 
.Zl:arn: 

... 
Checked by/ / ~ 
nposepetto: ~ 

Date/ 
,n:arn: 

Conclusion : APPROVED / 
3aKJIIO<Jeuue: O,l]:Ol>PEHO 

Approved by: Manager/Executive / 
O.D,o6peHo: MeHe,D,)Kep / P y KOBOJl ll 

Date / 
,n:arn: 

--



••· f?r.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHA.JUBA 

Product : Allerway film-coated tablets 5 mg 
npoayi..·T: Annep133 ~i ,cl\.)JJeTJCII, nOlg)blTble nJieHO'-lHOH 000)10'11(011, 5 Mr 

Market / PblHOK : Russia / Poccm, 

Batch No./ 
: C2601819 

Batch Quantity / 1040300 tab / 
Cepust .N"2 PaJMep cepuu 

: 
1040300 Ta6 

Analytical Report No. / 
: 890001868682 

Date of Analysis / 
: 28/02/2026 

AnaJ1HTH'-leCKHii: OT'IeT .N"2 .[(aTa anaJ1HJa 

Date of Manufacture / 
: 06/01/2026 

Date of Expiry / 
31/12/2028 

.[(aTa npoHJBOt);CTBa roti:eH t);O 
: 

Mfg. License No. / 
[I poHJBOt);CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlfl-.N"2(OO1333)-(Pr-RU) 

JlHQeHJHH _N"g 

Analysis performed according ND No/ AnaJIHJ npoBeti:en no H.[( .N"2: JIIl-.N"2(OO1333)-(Pr-RU) dt. 15.11.23 / 
JITT-.NH001333)-(Pr-RU) o,- 1s.11.23 

Page 5 of 5 I CTP. 5 HJ 5 
API name/ HanMenoeanue A<I>C: Levocetirizine dihydrochloride / Jlesol.(ernp11311Ha ,n:11rn,n:poxnop11,n: 

INN /MHH: Levocetirizine / Jleaol.(ernp113HH 

API manufacturer batch number / 
ACSH002302 

HoMep cepuu npouJeo,n:uTeJisr A<I>C: 
FP Manufacturer API Batch number I 
HoMep cepuu cy6cTann:uu FCSA01872 
npOH3B0Jl:HTeJISI r Jl<I>: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 
IlpouJeo,n:uTeJib A<I>C, crpana: ,D:-p Pe,n:,n:11'c Jla6oparnp11c JIT,n:., J1H,n:m1 

Name, address, authorization No for 
Survey N!!4l, (Formulations Technical Operations - Unit-III), Bachupally 

Village, Bachupally Mandal, Medchal Malkajgiri District, Bachupally (V), 
FP manufacturing site / Control site / 

Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License 
Release site / 
HanMenoeanue, a,n:pec u HOMep 

No 59/RR/AP/97/F/R) 
YLiacTOK N!! 41, (Tipo113ao.n:cTBeHHOe rro.n:pa3.n:enett11e-III), EaLiyrraJJJJH 

JIHU:eH3HH DJIOIU;a,n:KH, 
B11nna,n:)I(, EaLiyrraJJJJH MaH,n:an, Me.n:qan ManKa.L()l(rnp11 ,l1;11cTpHKT, 

ocym;ecTBJIHIOm;eu 
EaLiyrranm1 (B), Eaqyrrann11 (M), Me.n:Lian-ManKa,n:)l(rnpH (,n), rmaT 

DpOH3B0,ACTBO/KOHTpOJib 
TenaHraHa, I1H,n:H~ (Jim_\eH3H~ N!! 59/RR/AP/97/F/R) 

Ka'leCTBalBblDYCK r JI<I> / 

Declaration of certification: «I hereby certify that the above infonnation 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. 
3aKJllOl!eHHe O COOTBeTCTBHH: «HaCTOHW:HM ~ I10.L(TBep)l(,Aa!O, l!T0 rrp11ae.n:eHHa~ BhIUie HHq>OpMal.(H~ ~BJI~eTC~ .[\OCT0BepHOH 
H TOl!H0H. 3m cepHH rrpo.n:yKQHH np0H3Be.[\eHa (BKJIIOL!aH yrraKOBKY (MapKHpOBKY) H K0HTpOJib Kallecrna) Ha BhIUieyKa3aHHOH 
npOH3B0)],CTBeHHOH ITJIO[Ua.[\Ke (rrnow:a.n:Kax) B IT0JIHOM COOTBeTCTBHli C Tpe6oaaHHHMH TipaBHJI Ha.[\Jie)l(a[UeH 
npOH3B0,[\CTBeHHOl1 rrpaKTHKH (N!!GMP-01887/21/IN OT 28 arrpeJIH 2021) 11 Tpe6oaaHH~MH KOHTpOJJ~ KaLieCTBa 
JieKapcTBeHHhlX cpe,n:cTB, a TaK)l(e B COOTBeTCTBHH co cnel.(Hq>HKaUHHMH, co,n:ep)l(a[UHMHCH B perncTpaUH0HHOM ,[\OCbe 
CTpaHbl-liMnopTepa. 3anHCH no np0113B0,ACTBY, yrraKOBKe Ii aHaJJH3Y rrpoaepeHbl, J,j ycTaHOBJieHO HX CO0TBeTCTBlie 
Tpe6oaaHH~M TipaBHJI Ha,n:JJe)l(aw:eti rrpOH3B0,ACTBeHHOH rrpaKTHKH. 

Remarks : The Product confirms to ND/ 
IlpnMe'lanue: Tipo.n:yKT coorneTcrnyeT Tpe6oaaHH~M H,D: 

' 
Prepared by / 
Tio.n:roTosnetto· 

Date / 
.Uarn: 

Checked by/ 
TiposepeHo: ~ 

Date/ 
,Uarn: 

Conclusion : APPROVED I 
3aKJIIO'lenue: O,n:ONPEHO 

Approved by: Manager/Executive / ~ -- _ 
O.n:o6petto: MeHe.n:)l(ep / P yKOBOJJ.lff~ --

Date / 
,Uarn: 


