
••• Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<J>lfl(AT AHAJJlBA 

Product : Allerway film-coated tablets 5 mg 
fipo11vrrr: AJ1J1epB:}H T-a6JrCTKH, n oKDbITble nJreHO'IHOH 0601roq1<oii 5 Mr 

Market / PLIHOK : Russia / PoccID! 

Batch No./ 
: C2512981 

Batch Quantity / 1040300 tab / 
Ccp1rn .N'2 Pa1Mep cepH11 : 

1040300Tafi 
Analytical Report No./ 

: 890001845120 
Date of Analysis / 

31/10/2025 AnaJJHTH'lecKnu 0T'leT .N'2 ,ll.aTa anaJJu1a : 

Date of Manufacture / 
: 23/09/2025 

Date of Expiry / 
31/08/2028 

.ll.:na n D0H3B0JlCTBa ro11eu 110 : 

Mfg. License No./ 
fipOH3B0/lCTBeHH8SI : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N2(001333)-(Pr-RU) 
JJH UCH311fl .N'!! 
Analysis performed according ND No/ AnaJJH3 npoue11en no H.ll. .N2: JIIl-.N2(001333)-(Pr-RU) dt. 15.11.23 / 
JITI-N2(001333)-(Pf-RU) OT 15.11.23 

1 

2 

Test I IIoKaJaTeJih 

Appearance/ Onucauue 

Identification 
Levocetirizine/ 
H/leHTmJ,nKan:nH 
Jleson:eTHpH3HH 

3 Average weight/ 
Cpe/lHHH Macca 

4 Disintegration / 
Pacna)laeM0CTh 

Result/ Pe1yJihTaTbI 

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. / OBanbHbie 
,LI.BOHKOBbITIYKJible Ta6neTKH, 
noKpbITbie nneHot.JHOH o6onoqKOH 
6enoro !.(Bern, c O,UHOH CTOpOHbl 
rJI8,[(KHe, Ha .upyroti CTOpOHe 
rpaattpoBKa «R 5». Ha nonepeqHoM 
pa3pe3e H.n.po 6enoro u;Bern. 

Complies as prescribed / 
CooTBeTCTByeT Tpe6oBaHlfHM 

134.94 mg I 134,94 Mr 

3 min / 3 MHH 

Remarks : The Product confirms to ND/ 
1IpuMe11auue: ITpo.uyKT coornercrnyeT Tpe6oBaHl151M H,D; 

Prepared by/ ~ -----­
Ilo.n.roTOBJ1eHo: \j__., e----

Date / 
,r(arn: 

Checked by/ J A\ 
IlpoBepeHo: ~ 

Date / 
,D;arn: 

Pa2e 1 of 5 I CTP 1 01 5 
Specification / HopMa 

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. / OBaJibH&le )J.B0H1<0BblDYJ<Ilbte 
rn6neTKll, TIOKpblTbie rmefl0l{llOH o60JIO'-IKOtt 
6enoro HJIH no11T11 6enoro u;BeTa, c o.n.Hoti 
CTOp0Hbl rn8,[(KMe, Ha n,pyroi1 CTOpone 
rpaB1-1poa1<a «R 5>>. Ha rronepe'-!II0M pa.3pe3e 
sr,npo OT 6enoro .1.1,0 not.Jr11 6enoro l\BeTa 

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''). I BpeMR y.n.ep)lrnBaHirn 
OCHOBHOfO n11Ka Ha xpoMaTorpaMMe 
HCilbITYeMOro pacrnopa .L(OJI)KHO 
COOTBeTCTB0BaTb BpeMeHH y.n.ep)I(HBaHl151 
OCHOBHoro Ill1Ka Ha xpoMaTorpaMMe paCTBopa 
cTaH.n.apTHoro o6pa3u;a neaou;eT11p113ttHa 
.n.11rw.upoxnop11.n.a (pa:3.n.en «Kon11t.JeCTBeHHoe 
onpe,neneH11e»). 

133.25 mg± 4% (between 127.92 and 138.58 

mg) I 
133,25 Mr± 4 % (oT 127,92 ,LI.O 138,58 Mr) 

Not more than 15 min/ He 6onee 15 MHH 

Conclusion : APPROVED I 
3aKJIIoqeuue: O,l(0:6PEHO 

Approved by: Manager/Executive/ 
O.uo6peHo: M eHe)].)l<ep / PyKOB0.rtHTenh 

Date / 
,D;arn: 



r ••• Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJUI3A 

Product : Allerway film-coated tablets 5 mg 
TTpoAy,n: AJTJieDB) H Ta6neTKM, IIOKPblTble rmeHOIJHOH o6ono<tKOM, 5 Mr 

Market / PMHOK : Russia / Pocc11J1 

Batch No./ 
: C2512981 

Batch Quantity / 1040300 tab / 
Cepm1 .N"2 Pa3Mep cepIrn 

: 
1040300 Ta6 

Analytical Report No./ : 890001845120 
Date of Analysis / 

31/10/2025 
AeaJIUTuIJectcui1 OT'teT .N"2 ,JJ:nTa aHaJIHJa 

: 

Date of Manufacture / : 23/09/2025 
Date of Expiry / 

Jlan 00O113DOllCTBa roJ,\ell J,\O 
: 31/08/2028 

Mfg. License No. / 
TI pOH3BOJ,\CTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N'2(001333)-(Pr-RU) 
Jlt1UCH3IHJ .N'! 
Analysis performed according ND No/ AeaJinJ nposeaeH no H.LI: .N"2: JIII-.N"2(OO1333)-(Pr-RU) dt. 15.11.23 / 
JU1-.N'9(001333)-(Pr-RO) oT 1s.11.23 

Pn2:e 2 of 5 I CTp. 2 HJ 5 
5 Dissolution / PacTeopeHue 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 HOMHHaJibHOfO co,uep)KaHm1 

Unit-3 / Ta6n.-3 98 % JieBOUeTHpH3HHa ,UHfH,UpoxnopH,ua Liepe3 20 

Unit-4 / Ta6n.-4 96% 
MHH. 

Unit-5 / Ta6n.-5 95% 

Uni.t-6 / Ta6n.-6 97% 

6 Related Substances / PoACTBeHHble npuMecu 

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

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

Below LOQ (LOQ =0.008%) / H0)Ke 
npe,uena KOJIH'leCTBeHHOfO 
onpe,uenettm1 (DKO =0,008%) 

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

Not detected I He o6Hapy:>Ketta 

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

0.01 %/0,01 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 

IlpuMe'laHne: Dpo,uyKT cooTBeTcTByeT Tpe6oBaHIUIM H,[( 3aK.ruoqeuue: O,[(OliPEHO 

Prepared by/ 0---
Tio.L1rOTOBJietto: 

Checked by/ kp:;) 
IlpoBepetto: 

Approved by: Manager/Executive/ ~ 
O,Qo6petto: MeHe.D,iKep I PyKOBO,!I.HTeJII, 

Date / ~ \r\" ·r~ 
Date/ :] , r , t, r 'lcf2,i:;;-- Date/ ~\.-\o~~ 

,[(am: ,[(aTa: ,[(aTa: 

.... 



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

Product : Allerway film-coated tablets 5 mg 
n POJlylC"r: AnJJCPBJH Ta0JlCTl<H, nOt<))blTblC ITJleH011H0H o60Jl04KOii, 5 Mr 

Market / PbIHOK : Russia/ PoccID! 

Batch No./ 
: C2512981 

Batch Quantity/ 
Cel)lrn ,N"g Pa3Mep ccpm1 

Analytical Report No./ 
: 890001845120 

Date of Analysis / 
AnaJIHTH'ICCKHH OT'IeT ,N"g ,11,aTa 8H8JlH38 

Date of Manufacture / 
: 23/09/2025 

Date of Expiry / 
J].aTa npollJBOJlCTDa To)leH JJ.0 

Mfg. License No./ 
fipOH3B0JlCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY 
JlHQeH3HH ,N"g 

1040300 tab / 
: 

1040300 Ta6 

: 31/10/2025 

: 31/08/2028 

: Jlfl-.N"g(001333)-(Pr-RU) 

Analysis performed according ND No / Auamn npoue)leH no H.LJ: ,N"g: JIIl-.N"2(OO1333)-(Pr-RU) dt. 15.11.23 / 
JIIl-N2(001333)-(Pr-RU) oT ts.11.23 

Pa2e 3 of 5 I CTP 3 H3 5 
Impurity E / llpHMecb E 0.03% I 0,03% Not more than 0.4 % / He 6onee 0,4 % 

Impurity F / llpHMech F Below LOD (LOD = 0.014 %) I Not more than 0.4 % / He 6onee 0,4 % 
HM)Ke npe~ena 06ttapy)Kettm1 (ITO = 
0,014 %) 

Impurity RCT-3 / llpHMeCb 
0.05% /0,05% 

Not more than 0.30 % / He 6onee 0,30 % 
RCT-3 

Any individual unidentified Not more than 0.2 % / He 6onee 0,2 % 
impurity / Jlfo6a51 e~HH11<1Ha51 Below BDL (BDL= 0.05 %) / HH)Ke 

HeM~eHTM~HUHPOBaHHa51 rropora perncTpaUHM (llP =0,05 %) 
rrpHMeCb 

Total impurities / 0.1 %/0,1% Not more than 1.5 % I He 6onee 1,5 % 
CyMMa npMMecew 

7 Chiral purity / XHpaJibnasr Not detected/ He o6ttapy)KeHa S-isomer - not more than 1.5% I 
'lHCTOTa S-M3oMep - He 6onee 1,5 % 

8 Loss on drying / IIoTepsr B 2.6 %/2,6% Not more than 6.0 % / He 6onee 6,0 % 

Macce npH BbICYWHBaHHH 

9 Microbiological purity*/ MuKpo6HoJiorn11ecKaH 'lHCTOTa* 

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 103 CFU/g / 

Count I O6w.ee t.tHCJI0 Mettee 10 KOE/r He 6onee 103 KOE/r 

a.3p06HbIX MHKpoopraHM3MOB 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpHMe'laHHe: ITpo~yKT coorneTcrnyeT Tpe6osaHH51M H,n: 3aKJIJ011euHe: O,11;0:liPEHO 

-
Prepared by / (fl--- Checked by / 4P Approved by: Manager/Executive / ~ 

ITo~roTOBJietto: ITposepetto: O~o6petto: Mette,D;)Kep / PyKoao.z~meJib 

Date I s. ,, torr~ 
,- Date/ Date/ ~,~o....-~ 

J \ r ' t)'--wris 
.ZJ:aTa: .D:aTa: .ZJ:aTa: 



••• Dr.Reddy's ~;• CERTIFIC TE OF ANALYSIS 
CEPTH4>HKAT AHAJIHJA 

Pr-oduct : Alleiway film-coated tablets 5 mg 
n pot1yR .. A11J1cps:;ii-i rn611cTKM, no1m1,rrb1c nnett0l{HOH 060J10•11mf.l, 5 Mr 

Market / P1>rnoic : Russia I Poccllil 

Batch No./ 
: C2512981 Batch Quantity/ 1040300 tab / 

Ceorm N! Pa3Mcp cepnn : 
1040300 Ta6 

Analytical Report No. / 
: 890001845120 Date of Analysis / 

31/10/2025 AnaJinTn'lecrmn OT'leT N! )l.aTa 3H3JIH33 : 
Date of Manufacture/ 

: 23/09/2025 Date of Expiry / 
,ll)na noo11JBO/lCTBa fo,1e11 JlO : 31/08/2028 

Mfg. License No. / 
fipOH3B0JlCTB8HH3H : 59/RR/AP/97/F/R MA number:/ HoMep PY : JIIl-N!(OOI333)-(Pr-RU) 
Jrn ue 11J1rn N2 

Analysis performed according ND No/ AnaJinJ npoeeJleH no H)l. N2: JIIl-J r2(OO1333)-(Pr-RU) dt. 15.11.23 / 
Jin-.N"~(OO1333)-(Pf-RO) OT 15.11.23 

HJ 
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 102 CFU/g / 
moulds count I O6ll.(ee 1rncno Mettee 10 KOE/r He 6onee 102 KOE/r 

Pa2e 4 of 5 / CTo 4 5 

,[{pO>IOKeBbIX H rrnecHeBbIX 
rptt60B 

c) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram / 
OTCYTCTByeT B 1 r OTC)'TCTBHe a 1 r 

10 Uniformity of dosage units / 5.l /5,1 Acceptance value (AV) should not be more 
O.[lHOpO.[lHOCTb .[l03HpOBaHHH than 15.0./ n oKa3aTeJJb ITpHeMJieMOCTH (AV) 

,[{OJI:>KeH 6bITb He 6onee 15,0. 

11 Assay / KoJIH'lecTeeuuoe 4.85 mg I 4,85 Mr Between 4.75 mg and 5.25 mg of 
onpe.[leJieuue levocetirizine dihydrochloride per tablet. I 

OT 4, 75 Mr ,llO 5,25 Mr JJeBOQeTHpH3HHa 
,[{HrI-1,[{pOXJIOpH,[{a a Ta6JJeTKe. 

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. / no 10 rn6neToK a I no 7 HJIH 10 Ta6J1eTOK B 6JIHCTep H3 
6nHcTep H3 (TIA/ AJI/TIBX) cponhrn (TIA/AJI/TIBX) q>OJibrH I aJUOMHHHeBOH 
I amOMHHHeBOM q>OJibrH. no 1 q>OJibrH. no 1, 2 HJIH 3 6JIHCTepa BMeCTe c 
6JIHCTepy BMecTe c HHCTPYKQHei1 ITO HHCTPYKQHeH ITO ITPHMeHeHHIO (JIHCTKOM-
rrpHMeHeHHJO (JIHCTKOM- BKJia)lhIIIIeM) B ITa'-IKY KapTOHHyro. 
BKJia)lbIIIIeM) B ITa'-IKY KapTOHHyJO. 

* 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. 
* Tip0B0,[{HTC51 rrpOH3B0,llHTeJieM ITPH BbIIIYCKe ITepHO)],H'-leCKH ( C HHTepBaJIOM O,llH0 HCIThlmHHe Ha 10 cepHH HJIH He MeHee 
1 pa3a B ro,[{). 
noKa3aTeJib MO)KeT 6bITb He BKJIIO'-leH B cepTH<jrnKaT aHaJIH3a q>HpMbI. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: npo.D,yKT coorneTcrnyeT Tpe6oBaHH51M H,[( 3aKJIJO'lenue: OJJ:OliPEHO 

-
Prepared by / 

~ 
Checked by/ tp Approved by: Manager/Executive/ ~ 

flo,[{rOTOBJieHO: npoBepetto: O.[{o6petto: M e1fe,UiKep / PyKOB0,llliTeJib ., 

Date / !5 \ r- f 8 r f\)) ") 
Date/ 

~ ,r, 0~ufis 
Date/ -3 ,.-VD,,,_~ 

,[(am: ,[(am: nam: 



••• Dr. Reddy's ~;• 

F.-ociuct : Allerway film-coated tablets 5 mg 

CERTIFIC TE OF ANALYSIS 
CEPTHcDHKA T AHAJIH3A 

Ilpo;zyK"r. ArmcpaJH n6neTKH, noKDblTb1e nneHoqHow o6onoqKOH, 5 Mr 

Market / PMHOK : Russia/ PoccID! 

Batch No./ 
: C2512981 

Batch Quantity / 1040300 tab/ 
Cemrn .N"! P33Mep cepnn : 

1040300 Ta6 
Analytical Report No. / 

: 890001845120 
Date of Analysis / 

AuaJJHTH'leCKHH OT'leT .N"! .lJ:aTa auaJJu3a : 31/10/2025 

Date of Manufacture / 
: 23/09/2025 

Date of Expiry / 
l1£:1Ta npo 113eo.acTBa ro.aeu .a:o : 31/08/2028 

Mfg. License No./ 
IlpOH3B0Jl:CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"!(001333)-(Pr-RU) 
JlHUCIIJIIII .N°! 
Analysis performed according ND No/ AuaJJHJ npoBe.a:eu no H)]: .N"2: JIIl-.N"!(001333)-(Pr-RU) dt. 15.11.23 / 
J1O-JVg(001333)-(Pf-RU) OT 15.11.23 

Page 5 of 5 / CTp. 5 01 5 

API name/ HauMeHoBaHue AcDC: Levocetitizioe dihydrochloride / Jleaoue-r11p1mma .n.11rn.n.poXJ1op1t,n. 

INN /MHH: Levocetirizine / JleBouernp11311H 

API manufacturer batch number / ACSH001899 
HoMeD cepuu npou1eo.11:uTeJ1H AcDC: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6CTam~uu FCSA01103 
DPOltJB0.11:HTeJUJ rJI<I>: 

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

IlpouJBO,llHTeJib A<l>C, cTpaHa: ,D:-p Pe.n,,utt'c Jla6opaTOpHc JlT,u., lfa,umr 

Name, address, authorization No for 
S_urvey N!i41, (Formulations Technical Operations - Unit-Ill), Bachupally 

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

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

HanMeHOB3HHe, a.11:pec H H0Mep 
No 59/RR/AP/97/F/R) 

JIUQeH3HH DJI0W:3,UKH, 
YqaCTOI< N! 41, Ilpon3ao,ucTBem1oe no.n,paJ.11.ene1:n1e-III), 6aqynanrn, 

ocym;ecTBJIHJOm;en 
BHnnaJJ.)JC Ga4Ynanm1 Ma,,r.uan Me,n.qaJt MaJIKa,U>Kr1:1pn ,D,11cTp11KT, 

npOH3BOJ1:CTBOfKOHTpOJib 
6ac1ynan11H (B) 6atrynamm (M) MeL11-1a.n-ManKa;1.>1m1p11 (.D:) llIT3T 

Ka'leCTBa/BbIDYCK r Jl(f> / 
TenaHratta, I1tt,u1u1 (JlttQeH3MR NQ 59/RR/AP/97/F/R) 

Declaration of certification: «I hereby certify that the above mformat10n 1s 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. 
3aKmoqeHHe O COOTBeTCTBHH: «HacTORI.JJ.HM R ITO,D,TBep)K,D,aIO, llTO npHBe,D,eHHaR BhIIIIe HHCpopMaQHR RBJIReTC51 ,UOCTOBepHOH 
M TQqHoi1. 3Ta cepHR npO,D,)'KQHH npOH3Be,UeHa (BKJIJ0qa51 ynaKOBKY (MapKHPOBKY) H KOHTp0Jih KaqecTBa) Ha BhIIIIeyKaJaHHOH 
npOH3BO,UCTBeHHOH TIJIOI.JJ.a,D,Ke (nnoma.n,Kax) B TI0JIH0M COOTBeTCTBHH C Tpe6oBaHHRMH llpaBHJI Ha,D,Jie)Kamei1 
npOH3B0,D,CTBeHHOH npaKTHKH (NQGMP-01887/21/IN OT 28 anpeJI51 2021) M Tpe6oBaHH51MH KOHTpOJI51 Kaqecrna 
neKapcrneHHbIX cpe,D.CTB, a TaK)Ke B COOTBeTCTBMH co cneumpHKaUH51MH, co,uep)KaI.JJ.HMHC51 B perncTpaQHOHHOM ,D,OChe 
CTpaHhl-HMnOpTepa. 3anHCH no npOH3B0,UCTBY, ynaK0BKe H aHaJIH3Y npoBepeHbI, H ycTaHOBJieHO HX cooTBeTCTBHe 

Tpe6osaHH51M llpaBHJI Ha,une>Kamei1 npOH3BO,UCTBeHHOH npaKTHKH. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 

IlpuMe'lanue: llpo.n,yKT coorneTcTByeT Tpe6oBaHMRM H.D: 3aKJIJOtJenue: O)];OGPEHO 

Prepared by / Checked by/ 4p 
Approved by: Manager/Executive/ ~ -

ITci.n,rOTOBJieHo: ~ llpoBepetto: O,uo6petto: M eae)l:&:ep / PyKOBO,D,MTeJih 

Date/ ~ \r\"()""1f)ef 
Date/ 0> ,,_,~•lt)1,':) 

Date/ ~, - l rt) .-~~ 
.D:arn: ,D:arn: ,D:arn: 

-


