
••· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTII <I> IIKA T AHA.Jllf3A 

Product : Allerway film-coated tablets 5 mg 
ITpo,ll,yteT: AnnepB3H rn6neTKH, rroKpbIThie rrnetto'lHOH o6ono'lKOH, 5 Mr 

Market / PbIHOK : Russia/ Poccm, 

Batch No./ 
: C2601756 

Batch Quantity / 1040300 tab / 
CeoHH .N2 Pa3Mep cepHH 

: 
1040300 Ta6 

Analytical Report No./ 
: 890001866325 

Date of Analysis / 
: 18/02/2026 

AttaJJHTH'lecKHii OT'leT N2 .L(aTa auaJJH3a 

Date of Manufacture / 
: 06/01/2026 

Date of Expiry / 
31/12/2028 

.L(aTa npOH3B0,ll,CTBa ro,ll,eH ,ll,0 
: 

Mfg. License No./ 
ITpOH3B0,ll,CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIT-N2(001333)-(Pr-RU) 
JJH~eHJMH N2 

Analysis performed according ND No/ AuaJJm npose,ll,eH no H.LI: N2: JIIT-N2(001333)-(Pr-RU) dt. 15.11.23 / 
JIIT-N2(001333)-(Pr-RU) OT 15.11.23 

Test I IIoKaJaTeJih 

1 Appearance/ Onucauue 

2 Identification 
Levocetirizine/ 
lf~eHTHll>HKaU:HH 
.JleBon;eTHpH3HH 

3 Average weight / 
Cpe~HHH Macca 

4 Disintegration / 
Pacna~aeMOCTh 

Page 1 ofS / C rp. 1 m 5 
Result/ PeJyJihTaThl 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. / OsaJJhHhie a cross-section. I OBaJJhHhie ,ll,B051KOBhrnyKJihie 
,l],B051KOBhlilYKJJble Ta6JJeTK11, Ta6JieTKl1, IIOKpbITbie IIJJeHO'IHOM o60JJO'IKOM 
IIOKpb!Tbie nJJeHO'IHOH o60JJO'IKOH 6eJioro J,IJIJ,I IlO'ITH 6eJioro l..(BeTa, C O,l],HOH 
6eJioro l..(BeTa, c O,l],HOH CTOpOHbl CTOpOHbl rna,l],KHe, Ha ,apyroi1 CTOpOHe 
rna,aK11e, Ha ,apyrott crnpoHe rpas11posKa «R 5». Ha nonepe'IHOM pa3pe3e 
rpas11posKa «R 5». Ha nonepe'IHOM 51,ll,po OT 6enoro ,ao no'lrn 6eJioro QBem. 
pa.Jpe3e 51,ll,po 6eJioro usern. 

Complies as prescribed / 
CoorneTcrnyeT Tpe6osaHH51M 

134.48 mg/ 134,48 Mr 

2 min/ 2 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,aep)KMBaHM51 
OCHOBHOro IlMKa Ha xpoMaTorpaMMe 
MCilbITyeMoro pacrnopa ,l],OJI)KHO 
COOTBeTCTBOBaTb BpeMeHM y,aep)KMBaHH51 
ocHOBHoro nMKa Ha xpoMaTorpaMMe pacrnopa 
CTaH,aapTHOro o6pa.Jl..(a JieBOl..(eTMpM3HHa 
,l],HrH,ll,pOXJIOpH,aa (pa.3,ll,eJJ «KOJIM'leCTBeHHOe 
onpe,aenett11e»). 

133.25 mg± 4% (between 127.92 and 138.58 
mg)/ 
133,25 Mr± 4 % (OT 127,92 ,l],O 138,58 Mr) 

Not more than 15 min/ He 6oJiee 15 MMH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKmoqeuue: O,Ll;OliPEHO IIpuMeqauue: ITpo,ayKT coorneTcrnyeT Tpe6osaHH51M H.[( 

Prepared by I 
Tio,aroTOBJieHo: 

Date/ 
.[(am: 

> 

Date/ 
)lam: 

l g,-e-z r f;?PU 

Approved by: Manager/Executive / 
O,ao6peHo: MeHe_a)Kep / PyKOBO,ll,MTeJJh 

Date/ 
)lam: 

y 



•·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Allerway film-coated tablets 5 mg 
n po,ny1rr: AJ1J1epn:3j;j Ta6JJeTKH. no1(]Jbi1'h1c rrneHO'-IHOH 060;10·,11wii, 5 Mr 

Market / Phmoic : Russia / Poccm, 

Batch No./ 
: C2601756 

Batch Quantity / I 040300 tab / 
CeDHH ,N"g Pa3Mep cepnH 

: 1040300 Ta6 
Analytical Report No. / 

: 890001866325 
Date of Analysis / 

: 18/02/2026 
AnaJJHTH'-leCKHH OT'-leT ,N"g )J:aTa auaJJH3a 

Date of Manufacture / 
: 06/01/2026 

Date of Expiry / 31/12/2028 
)J:aTa npOH3BO,UCTBa ro.ueu .uo 

: 

Mfg. License No./ 
n pOH3BO,l:ICTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"2(OO1333)-(Pr-RU) 
JIHQeH3HH ,N°g 
Analysis performed according ND No I AuaJJH3 npose,ueu no H,U ,N'g: JITI-.N°g(OO1333)-(Pr-RU) dt. 15.11.23 / 
J1n-N2(OO1333)-(Pr-RU) OT 15.11.23 

Page 2 of5 / Cn>. 2 m 5 
5 Dissolution I PaCTeopeuue Unit-I I Ta6n.-l 94% NLT 80% (Q) of label claim of levocetirizine 

Unit-2 I Ta6n.-2 96% 
dihydrochloride after 20 min. / He Mettee 80 
% (Q) OT HOMHHaJihHOro co.11:ep)Kattm1 

Unit-3 I Ta6n.-3 95 % rreBo~eTHPH3HHa .11:11r11.11:poxrroptt~a qepe3 20 

Unit-4 / Ta6rr.-4 95 % 
MHH. 

Unit-5 I Ta6rr.-5 95 % 

Unit-6 I Ta6n.-6 94 % 

6 Related Substances / Po~cTeeuuble npuMecu 

Impurity A / flpHMecb A Not detected / He o6ttapy)KeHa Not more than 0.4 % / He 6onee 0,4 % 

Impurity B / flp11Mecb B Not more than 0.4 % / He 6orree 0,4 % 

0.01 % I 0,01 % 

Impurity C / flp11Mecb C Not more than 0.4 % / He 6onee 0,4 % 

Not detected / He o6Hapy)KeHa 

Impurity D / ITp11MeCh D Not more than 0.4 % / He 6orree 0,4 % 

0.01 % I O,Ol % 

Impurity E / ITp11Mech E Not more than 0.4 % / He 6orree 0,4 % 
0.03% I 0,03% 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: ITpo.11:yKT cooTBeTcTByeT Tpe6oBaHH~M H.[( 3aKJIIO'lenue: O,ll;OEPEHO 

'\ 

Prepared by / 

~~ Checked b~~/ ~~ , Approved by: Manager/Executive / 
ITo~roTOBJieHo: . npose1e~ O.11:06petto: MeHe~)Kep / PyKOBO~HTeJih 

y-:> 
Date / lg .-o1-... w2b Date/ l'6~ 

Date/ 
\~..-eP\-A..c>~ .llaTa: .llarn: I(aTa: 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTHCl>HKAT AHAJIH3A 

Product : Allerway film-coated tablets 5 mg 
TipoJJ.y1n: Am1epe3if Ta6neTKW, noKphIThie nnettO'-IHOtt o6ono'-IKOtt, 5 Mr 

Market / PblHOK : Russia/ PoccIDI 

Batch No./ 
: C2601756 

Batch Quantity / 1040300 tab / 
CepuH .N2 Pa3Mep cepnn 

: 
1040300 Ta6 

Analytical Report No. / 
: 890001866325 

Date of Analysis / 
: 18/02/2026 

AHaJJHTH'-1ecicnu OT'IeT .N2 )];aTa aHaJJtt3a 

Date of Manufacture / 
: 06/01/2026 

Date of Expiry / 
31/12/2028 

llaTa npOH3BOJJ.CTBa roJ].eH JJ.O 
: 

Mfg. License No./ 
TI pOH3BOJ).CTBeHHaH : 59/RR/AP/97/F/R MA number:/ HoMep PY : JITI-.N2(OO1333)-(Pr-RU) 

JIHQeH3HH .N2 
Analysis performed according ND No/ AHaJJH3 npoBeJJ.eH no H)]; .N2: JITI-.N2(OO1333)-(Pr-RU) dt. 15.11.23 / 
JITI-.N2(OO1333)-(Pr-RU) OT 15.11.23 

Impurity F / flp11Mecb F Below LOD (LOD =0.014%) / HmKe 
rrpe,11,ena o6Hapy)l(eHl15I (TTO 
=0,014%) 

Impurity RCT-3 I flp11Mecb 
RCT-3 0.07% /0,07% 

Any individual unidentified 
impurity / JlI06a5I e,11,11H111rna51 Below BDL (BDL= 0.05 %) I H11)1(e 
He11,11,eHTl1Q)l1l_\HpOBaHHa5I rropora perncTpaQ1111 (TTP =0,05 %) 
rrp11MeCb 

Total impurities/ 0.1%/0,1% 
CyMMa np11Mecei1 

7 Chiral purity / XupaJihHaH Below LOD (LOD =0.0138%) / 
qffCTOTa Htt)l(e rrpe,11,eJia 06Hapy)l(eH115I (TTO = 

0,0138%) 

8 Loss on drying / IloTepH B 3.1%/3,1 % 
Macce npu BhrcyrunBauuu 

9 Microbiological purity*/ Murcpo6uonoruqecKaH qucToTa * 

a) Total Aerobic Microbial Less than 10 CFU/g / 
Count I O6l.l.\ee 'IHCJIO MeHee 10 KOE/r 
a3p06HblX M11KpoopraHl13MOB 

Remarks : The Product confirms to ND/ 
IIpnMeqauue: TTpo,11,yKT coorneTcrnyeT Tpe6oBaHl15IM H.D: 

Prepared by / 
TTo,11,roTOBJieHo: l~4 
Date I 
IJ;arn: 

Date/ 
IJ;arn: 

Page 3 of 5 / Crp. 3 m 5 
Not more than 0.4 % / He 6onee 0,4 % 

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

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

Not more than 1.5 % I He 6oJiee 1,5 % 

S-isomer - not more than 1.5% I 

S-tt30Mep - He 6oJiee 1,5 % 

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

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

Conclusion : APPROVED I 
3aKJ11oqeuue: O,[(OliPEHO 

Approved by: Manager/Executive / 
O,11,06peHo: MeHe,11,)l(ep / PyKoao.n,:ineJib 

~ 



••· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTU<l>IIKAT AHAJIII3A 

Product : Allerway film-coated tablets 5 mg 
TipoAyKT: Am1epB3H Ta6JleTKH, IT0KPblTbie ITJleHoqHQH o6onoqKOH, 5 Mr 

Market / PhlHOK : Russia / Poccm, 

Batch No./ 
: C2601756 

Batch Quantity / 1040300 tab / 
CepuSI .N"2 Pa3Mep cepuu 

: 
1040300 Ta6 

Analytical Report No. / 
: 890001866325 

Date of Analysis / 
: 18/02/2026 

AuaJ1nTuqecKnn oPteT .N"2 .11:aTa auaJ1tt3a 

Date of Manufacture / 
: 06/01/2026 

Date of Expiry / 
31/12/2028 

,UaTa npOH3BOACTBa roAeH AO 
: 

Mfg. License No./ 

TipOH3B0ACTBeHHaSI : 59/RR/AP/97/F/R MA number: / HoMep PY : JIU-.N"2(001333)-(Pr-RU) 
J1HU:eH3HSI .N°! 
Analysis performed according ND No/ AHaJ1tt3 npoBeAeH no H,U .N"2: JITI-.N"2(OO1333)-(Pr-RU) dt. 15.11.23 / 
JITI-N2(001333)-(Pr-Ru) oT 1s.11.23 

Page 4 ofS / CTJJ. 4 uJ 5 
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 102 CFU/g / 
moulds count / 06~ee q0cno Mettee 10 KOE/r He 6onee 102 KOE/r 
,L(pm101<eBbIX 0 rrnectteBbIX 
rp060B 

c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram / 
0TcyTcrnyeT B 1 r 0TCYTCTB0e B 1 r 

10 Uniformity of dosage units / 3.8 /3,8 Acceptance value (AV) should not be more 
O~uopo~HOCTh ~03HpOBaHUSI than 15.0./ IloK83aTenb ITp0eMJieMOCT0 (AV) 

,L(OJl)KeH 6bITb He 6onee 15,0. 

11 Assay / KoJiuqecTBeuuoe 4.95 mg I 4,95 Mr Between 4.75 mg and 5.25 mg of 
onpe~eJieuue levocetirizine dihydrochloride per tablet. / 

OT 4,75 Mr ,L(O 5,25 Mr neBOQeT0p030Ha 
,L(0rn,L(poxnop0,L(a B rn6neTKe. 

12 Packaging/ YnaKOBKa 10 tablets in a (PVC/ Al/PVC) foil / 7 or 10 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 in a patient information leaflet in a carton pack. 
carton pack. / ITo 10 rn6neTOK B I Ilo 7 0n0 10 rn6neTOK s 6n0cTep 03 
6JI0cTep 03 (ITAi AJI/TTBX) cponhrn (ITAi AJI/TTBX) <pOJlbrH I aJIIOM0H0eBOH 
I aJIJOM0H0eBOH <pOJlbrH. ITo 1 <pOJlbrH. ITo 1, 2 0J10 3 6JI0CTepa BMeCTe c 
6n0cTepy BMecTe c 0ttcTpy1<Q0eif ITO 0ttcTpy1<Q0ei::\ ITO ITp0MeHeH0IO (J10CTKOM-
rrp0MeHeH0IO (JI0CTKOM- BKJla,L(b!llJeM) B rraqKy KapTOHHyIO. 
BKJla,L(billJeM) B rraqKy 1<apTOHHyJO. 

* 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. 
* ITpOBO,L(0TC51 rrp003B0,L(0TeneM rrp0 BbIITYCKe ITep00,L(0qec1<0 ( C 11HTepBaJIOM 0,L(HO 11CITb!TaHl1e Ha 10 cepttif 11J111 He Mettee 
1 pa3a B ro,L(). 
ITOK83aTeJlb MO)KeT 6bITb He BKJlJOqeH B cepT0cp0KaT aHaJil13a cp0pMbl. 

Remarks : The Product confirms to ND/ 
IlpnMeqauue: ITpo,L(yKT coorneTcrnyeT Tpe6osatt051M H.D: 

Prepared by / \.I' ~'?t ~ 
JlO,L(fOTOBJletto: ~ 

Date/ 
,Uarn: 

Date/ 
,Uarn: 

Conclusion : APPROVED / 
3aKmoqeuue: OJJ:OnPEHO 

Approved by: Manager/Executive / 
0,L(o6petto: Mette,L()Kep I Py1<0BO,L(0TeJih 

Date/ 
,Uarn: 

y.-? 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPT:U «l>:UKA T AHAJI:U3A 

Product : Allerway film-coated tablets 5 mg 
IlpoJJ,y1n: Am1epB3H rn611eTK11, noKpbITbie nneHOlJHOH 06011olJKOH, 5 Mr 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: C2601756 

Batch Quantity / I 040300 tab / 
CepnH .N°! Pa3Mep cepnn 

: 1040300 Ta6 
Analytical Report No./ 

: 890001866325 
Date of Analysis / 

: 18/02/2026 
AnaJJHTM'lecKnii 0P:teT .N°! ,[l;aTa anaJJn3a 
Date of Manufacture / 

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

llaTa npon3B0llCTBa roJJ,eH 110 
: 

Mfg. License No./ 
flpOM3B0/J,CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIU-N2(001333)-(Pr-RU) 
JlMUeH3MH .N°! 
Analysis performed according ND No / AnaJJm npose11en no H,[I; N2: JIJT-N2(001333)-(Pr-RU) dt. 15.11.23 / 
JTIT-N2(001333)-(Pr-RU) OT 15.11.23 

Page 5 of 5 / CTp. 5 m 5 

API name/ HauMeuoBauue A«l>C: Levocetirizine dihydrochloride / JleaoQern:pH3HHa ,11,11rH,11,poxJIOPH.L\ 

INN /MHH: Levocetirizine / JleaoQern:pH3HH 

API manufacturer batch number / 
ACSH002302 

HoMep cepuu npon3BOllHTeJIH A«l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauu;uu FCSA01872 
DPOH3B0llHTeJIH r JI (I>; 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India / 

Ilpou3BO.L\HTeJih A«l>C, cTpaua: ,[(-p Pe,L\,[\H'c Jla6opaTOpHC JlT,L\., l1H,L\H51 

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

Village, Bachupally Manda!, Medchal Malkajgiri District, Bachupally (V), 
FP manufacturing site/ Control site/ 
Release site / 

Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana State, India (License 
No 59/RR/AP/97/F/R) 

HanMeuosauue, a,11,pec u uoMep 
Y<IacTOK N!! 41, (ITpoH3BO.L\CTBettttoe IIO.L\Pa3.L\eJieHHe-III), Ea<IynaJIJIH 

JIHo;eH3HH UJIO[Qa,!l,KH, 
BHJIJia.[l)K, Eaqynamm MaH,L\aJI, Me,L\'laJI ManKa,L\)KrttpH ,[(11cTp11KT, 

ocyiu;ecTBJIHJOI:Qeii 
Eaqyrrann11 (B), Eaqynanm1 (M), Me,L\'laJI-MaJIKa,L\)Kfl1p11 (,[(), rmaT 

npOH3B0.L\CTBO/KOHTpOJih 
Tenattratta, l1H,L\irn (Jl11QeH31151 Mi 59/RR/AP/97/F/R) 

KaqecTBafBhIDYCK r Jl(I> / 

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. 
3aKJI!OlJeH11e O COOTBeTCTBHH: «HacT051ll.(11M 51 IIO.[\TBep)K,!1,a!O, '-!TO rrp11Be.[\eHHa51 BbIIIIe 11Hq>OpMal.(1151 51BJI51eTC51 ,L\OCTOBepHOH 
11 TO'-!HOH. 3m cep1151 rrpO.L\YKL(Hl1 np0113Be.[\eHa (BKJI!O'la51 ynaKOBKY (MapK11pOBKY) 11 KOHTpOJib Ka'!ecrna) Ha BbIIIIeyKa3aHHOH 
np0113B0,[(CTBeHHOH rrnoru;a.[\Ke (rrJIOIL(a.[\Kax) B IIOJIHOM COOTBeTCTBl-111 C Tpe6oBaHl151Ml1 I1paBl1JI Ha.[\Jie)Kall.(ett 
IIp0113B0,[(CTBeHHOH rrpaKTl1Kl1 (N!!GMP-01887/21/IN OT 28 arrpem1 2021) 11 Tpe6oaaHl151Ml1 KOHTpOJI51 Ka'lecrna 
JieKapcrneHHblX cpe,L\CTB, a TaK)Ke B COOTBeTCTBl111 co crrel.(11!pl1KaU1151Ml1, co,11,ep)Kall.(l1Ml1C51 B perncTpal.(110HHOM .[\OCbe 
CTpaHbl-HMITOpTepa. 3an11c11 ITO rrp0113B0,L\CTBY, yrraKOBKe 11 aHaJil13Y npoaepettbl, 11 ycTaHOBJieHO 11X COOTBeTCTBl1e 
Tpe6osaHl151M flpaa11n Ha,L\Jie)Kall.(eii npo113BO.L\CTBettttoii rrpaKTl1Kl1. 

Remarks : The Product confirms to ND/ 
IlpuMe'lauue: flpO.L\YKT coorneTcrnyeT Tpe6oaattl151M H,[( 

Prepared by / 
ITo,11,roTOBJietto: 

Date/ 
,[(am: 

Date/ 
,[(am: 

Conclusion : APPROVED / 
3aKJIJOqeuue: O,ll;OliPEHO 

ppro ed by: Manager/Executive / 
O.L106petto: Mette,L\)Kep / PyKoBO.L\HTeJih 

~ 




