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

Product: Allerway film-coated tablets 5 mg 
TipOJlVKT: AnnepB3H rn6JJeTKH, noKpblTble nneHO'lHOH o60JJ04KOH, 5 Mr 

Market/ PMHOK : Russia/ Poccrn1 

Batch No./ 
: C25 I 5433 

Batch Quantity/ I 040300 tab I 
Cepm1 N! PuMep cepm1 

: 
1040300 Ta6 

Analytical Report No./ 
: 890001855415 

Date of Analysis/ 
: 24/12/2025 

AttaJ111T11'leCKHH OT'leT N! .UaTa 3HaJJHJa 
Date of Manufacture / 

: 12/1 I /2025 
Date of Expiry/ 

31/10/2028 
,llaTa npOHJBO/lCTB3 fo)leH .£10 

: 

Mfg. License No. / 
Il pOHJBO.llCTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-N2(001333)-(Pr-RU) 
JJHQeHJHH N! 
Analysis performed according ND No/ A11a.111n npoec.£1c11 no H.U N2: JITI-N2(001333)-(Pf-RU) dt. 15.11.23 / 
JITI-N2(001333)-(Pf-RU) OT I 5.11.23 

Test/ IloKa3aTeJih 

1 Appearance/ Onucauue 

2 Identification 
Levocetirizine/ 
U.[(eHTmpuKauusi 
JlesoueTupu1uu 

3 Average weight I 
Cpe.[(HSISI Macca 

4 Disintegration / 
Pacna.[(aeMOCTh 

Pa2:e 1 of 5 / CTp. 1 H3 5 
Result/ Pe1yJihTaThl 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. / OsaJihHbie a cross-section. / OsaJihHbie .UB05IKOBhlnYKJibIe 
,[lB05IKOBblnYKJible ra6JieTKl1, Ta6JieTKH, noKpb!Tbie nneHOLIHOH o6oJIOLIKOM 
noKpblTble nneHOYHOM o6oJIOLIKOM 6enoro HJIH 0OLITH 6enoro UBeTa, C 0.llHOM 
6enoro usera, c O,UHOM CTOpOHbl CTOpOHbl rna,UKHe, Ha .npyrott CTOpOHe 
rna,nK11e, Ha .npyro/;l crnpoHe rpas11poBKa «R 5». Ha nonepeLIHOM pa3pe3e 
rpasHposKa «R 5». Ha nonepeYHOM 51,upo OT 6enoro .no noLITH 6enoro usera. 
pmpe3e 51,npo 6enoro useTa. 

Complies as prescribed/ 
CoorneTcrnyeT Tpe6osaHH5IM 

133.45 mg I 133,45 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''). / BpeM5I y,uep)KHBaHH5I 
0CHOBHOro OH Ka Ha xpoMaTorpaMMe 
11cnb1TyeMoro pacrnopa .UOJI)KHO 
C0OTBeTCTBOBaTb speMeHH y.uep)KHBaHH51 
ocHOBHoro nHKa Ha xpoMarnrpaMMe pacrnopa 
cTaH,uapTHoro 06pa3ua nesoueTHpH3HHa 
.n11rn.npoxnop11.na (pa3,uen «KonHLiecrneHHoe 
onpe.neneHHe»). 

133.25 mg± 4% (between 127.92 and 138.58 
mg) I 
133,25 Mr± 4 % (OT 127,92 .no 138,58 Mr) 

Not more than 15 min/ He 6onee 15 MHH 

Remarks : The Product confinns to ND/ Conclusion : APPROVED/ 
IlpnMe•iauue: npo,uyKT coorneTcrnyn Tpe6osaHH5IM H,[{ /jKJJJ0•1euue: O,UOliPEHO 

Prepared by I Checked by /~f.L. ~ pproved by: Manager/Executive/ 
nonrOTOBJieHO~ nposepeHo2::- O.no6petto: MeHe.n)l(ep / PyKoBO.UHTeJib 

.P:r::: ' 
Date/ 7..-.:+ - 1 2-- );o~- Date / ~-, 2 .-2i? ,2-<1;; Date / ').., ?-- - ' ').. -- ;)<>"'! 
,[{am: ll,na: ,[{aTa: 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTJM>IIKAT AHAJIII3A 

Product : A llerway film-coated tablets 5 mg 
n PO.UV KT: AnnepB3H Ta6JJeTKl1, noKpblTble nnettO'IHOH o60JJO'IKOH, 5 Mr 

Market/ PM HOK : Russia / Pocc11l! 

Batch No./ 
: C2515433 

Batch Quantity / I 040300 tab I 
Cep1rn N2 Pa3Mep cepHH 

: 
1040300 rn6 

Analytical Report No./ 
: 890001855415 

Date of Analysis / 
: 24/12/2025 

AHaJJIITll'leCKHH OT'leT .N'! llaTa aHaJJHJa 
Date of Manufacture/ 

: 12/ 11 /2025 
Date of Expiry / 

31/10/2028 
)J.aTa npOIBBO.UCTBa ro.aeH ,llO 

: 

Mfg. License No. / 
TI pOHJBO.llCTBCHHast : 59/RR/ AP/97/F/R MA number:/ HoMep PY : Jin-.N'!(OO1333)-(Pr-RU) 
JIIIUeHJHSI .N'! 
Analysis performed according ND No / AHamn npoBe.uen no Hll N2: JIIJ-.N'2(OO1333)-(Pr-RU) dt. 15.11.23 I 
J1n-N2(001333)-(Pr-RU) oT 1s.11.23 

Pa2e 2 of 5 / CTp. 2 HJ 5 
5 Dissolution / PacTsopeuue Unit-I/ Ta6n.-1 95 % NLT 80% (Q) of label claim of levocetirizine 

Unit-2 / Ta6n.-2 95 % 
dihydrochloride after 20 min. / He Mettee 80 
% (Q) OT HOMHHanbHOro co,nep)l(aHHSI 

Unit-3 / Ta6n.-3 99% nesoueTHpH3HHa ,nHrH,npoxnopH,na qepe3 20 

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

Unit-5 / Ta6n.-5 96% 

Unit-6 / Ta6n.-6 94% 

6 Related Substances / Po.acTBeHHble npuMecu 

Impurity A I npHMecb A Below LOD (LOD = 0.007%) / Not more than 0.4 % / He 6onee 0,4 % 
Hm1<e npe,nena o6ttapy)l(eHHSI (TIO= 
0,007 %) 

Impurity BI npHMecb B 
Below LOQ (LOQ = 0.008 %) / 

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

H H)l(e npe,nena Kon11qecTBeHHoro 
onpe,nenett11si (TIKO = 0,008 %) 

Impurity C / np11MeCb C Not more than 0.4 % / He 6onee 0,4 % 
Not detected/ He o6ttapy)l(eHa 

Impurity D / np11Mecb D Not more than 0.4 % / He 6onee 0,4 % 

0.01 % I 0,01 % 

Impurity E / np11MeCb E 0.03% I 0,03% Not more than 0.4 % / He 6onee 0,4 % 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpHMe•iauue: npo,nyKT C0OTBeTCTByeT Tpe6oBaH11SIM H,[{ 3aKJ110<Je1rne: O)J.O6PEHO 

\ I. 

Prepared by / Checked b~/ ~~ Approved by: Manager/Executive / 
no,nrOTOBJlellO '.~ n posepe, 10 O,no6peHo: MeH e,n)Kep / PyKoso,n11Tenh 

p~. 
Date / 2--+- l'2-- ~ ~ ~ Date / ~~12.-~ Date I ')._.:)- - 1 ~ -~~ 
.[lam: .[laTa: .[laTa: 



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

Product : Allerway film-coated tablets 5 mg 
Opo11v1rr: AnnepB3H rn6neTKH, n0KPblTble nneHOt.JHOH 060JJ01.JKOH, 5 Mr 

Market/ PblHOK : Russia/ Pocc11J1 

Batch No./ 
: C2515433 

Batch Quantity/ 1 040300 tab / 
Cepm1N2 PaJMep cep111t 

: 
1040300 Ta6 

Analytical Report No./ 
: 890001855415 

Date of Analysis / 
: 24/ 12/2025 

AHaJJHTH'leCKHH OTt.JeT N2 llaTa aHannJa 
Date of Manufacture/ 

: 12/11/2025 
Date of Expiry/ 31/10/2028 

llaTa npo11JBOL1CTBa ro11eH LIO 
: 

Mfg. License No./ 
fl p0113B0LICTBeHHaH : 59/RR/AP/97/F/R MA number:/ HoMep PY : Jin-N2(001333)-(Pr-RU) 
nnueHJHH N2 
Analysis performed according ND No/ AHannJ npoBe11eH no Hll N!: Jlfl-N2(001333)-(Pr-RU) dt. 15.11.23 / 
Jlfl-N2(001333)-(Pr-RU) OT 15.11.23 

Impurity F / TTp11Mecb F Not detected I He o6Hapy)l(eHa 

Impurity RCT-3 I TTp11Mecb 
RCT-3 

0.06% /0,06% 

Any individual unidentified 
impurity I Jlio6a51 e,nHHl14Ha51 
He11,neHTl1~11U11pOBaHHa51 Below BDL (BDL= 0.05 %) I H11)1(e 
np11MeCb nopora perncTpauH11 (TTP =0,05 %) 

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

7 Chiral purity/ Xnpanbuasi Not detected I He o6Hapy)l(eHa 
11HCTOTa 

8 Loss on drying/ IloTepsi B 2.4 %/ 2,4 % 
Macce npH BblCYillHB3HHH 

9 Microbiological purity*/ Mmcpo6uonor1111ecKasi '-IHCTOTa * 

a) Total Aerobic Microbial Less than 10 CFU/g I 
Count / O6mee LfHCJJo MeHee IO KOE/r 
a3po6HblX MHKpoopraHJ13MOB 

b) Total Combined Yeast and Less than IO CFU/g / 
moulds count / O6mee 411CJJO MeHee IO KOE/r 
.npO)K)KeBblX 11 nnecHeBblX 
rp1160B 

Remarks : The Product confirms to ND/ 
TTp11Me 1rau11e: TTponyKT coorneTcrnyeT Tpe60BaH1H1M H)l 

Prepared by/ ~ -1.. 
TTo.nroTOBJJeH~ ;::/-

Date / 
)laTa: 

Date / 
)laTa: 

Page 3 of 5 / Crp. 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-i somer - not more than 1.5% I 

S-ll30Mep - He 6onee 1,5 % 

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

Not more than I 03 CFU/g I 
He 6onee I 03 KOE/r 

Not more than I 02 CFU/g I 
He 6onee I 02 KOE/r 

Conclusion : APPROVED I 
3aKJJJ011en11e: O)1.OJiPEHO 

Approved by: Manager/Executive/ 
Ono6petto: MeHel.l)Kcp / PyKoBO.UHTeJJb 

Date I 
)laTa: 



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

Product : Allerway film-coated tablets 5 mg 
TipoJlvKT: A1rnepe3t\ rn611eTK11 , n0Kpb1Tb1e n11etto 11ttoti 0601104KOH, 5 Mr 

Market/ PbrnOK : Russia I Poccw1 

Batch No./ 
: C2515433 

Batch Quantity / 1040300 tab / 
Cepm1 N2 PaJMep cep1rn 

: 
1040300 Ta6 

Analytical Report No. / 
: 890001855415 

Date of Analysis / 
: 24/12/2025 

AnaJIHTH'leCKHH OT'leT .N"! )laTa ananuJa 
Date of Manufacture / 

: 12/ 11 /2025 
Date of Expiry / 

31/10/2028 
l(aTa nDOHJBOJlCTBa ro,!leH ,UO 

: 

Mfg. License No./ 
TipoHJBO.UCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-N2(OO1333)-(Pr-RU) 
JIHUeHJHH .N'! 
Analysis performed according ND No/ Anamn npose,uen no H)l N2: JIU-N2(OO1333)-(Pr-RU) dt. 15.11.23 / 
JIU-N2(001333)-(Pr-RU) oT 1s.11.23 

Page 4 of 5 / CTp. 4 HJ 5 
c) Escherichia Coli Absent in 1 gram/ Shall be absent in 1 gram / 

OTcyTcrnyeT B 1 r OTcyTcrn11e B 1 r 

10 Uniformity of dosage units / 5.2 /5,2 Acceptance value (AV) should not be more 
O,uuopo,UHOCTh )].03HpoBaHHSI than 15.0./ TT0KaJaTe11b np11eM11eMocT11 (AV) 

,uomKeH 6b1Tb He 6011ee 15,0. 

11 Assay/ KoJrn'leCTseuuoe 4.86 mg/ 4,86 Mr Between 4.75 mg and 5.25 mg of 
onpe,ueJJeuue levocetirizine dihydrochloride per tablet. I 

OT 4,75 Mr .no 5,25 Mr 11esoueT11p11311Ha 
.zu,1rn,upox11op11,ua B Ta611eTKe. 

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. I, 2 or 3 blisters with 
patient information leaflet m a patient infonnation leaflet in a carton pack. 
carton pack. I no IO Ta611eTOK s / no 7 111111 IO Ta611eTOK B 61111cTep 113 
61111cTep 113 (TIA/ AJI/TTBX) cpo11hrn (TIA/ AJI/TTBX) (p011hrl1 I amOMl1Hl1eBOH 
I a11JOMHHHeBOH (p011hrl1. no I (p011brH. TIO 1, 2 111111 3 611HCTepa BMeCTe C 
61111cTepy BMeCTe C HHCTpyKu11eH no 11HcTpyKu11eil no n pHMeHeH 1110 (JJHCTKOM-
np11MeHeHHIO (1111CTKOM- BKJla)].blWeM) B na4KY KapTOHHyJO. 
BK11a)].blWeM) B na4KY KapTOHHYIO-

* It is carried out by the manufacturer at release periodically (with an interval of one test for IO series or at least I time per 
year). 
The indicator may not be included in the finn's certificate of analysis. 
* TTp0B0)].11TC51 npOH3B0)].HTe11eM npH BblTIYCKe nepHO)].H4eCKl1 ( C l1HTepaa110M 0)].HO 11CTiblTaHHe Ha ] 0 cepHH 111111 He Me Hee 
I paJa a ro,u). 
TToKaJaTe11b MO)l(eT 6b1Tb He BKJll04eH B cepTH(pHKaT atta11113a cp11pMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe•iauue: TTpo.nyKT coorneTcrnyeT Tpe6osaHH51M H.U , 3aKJJIO'leuue: O,LlOEPEHO 

. 0 
Prepared by / Checked b~ · ?~ VApproved by: Manager/Executive/ 
TTo,urOTOBJleHO;---~ TTpoBepeH • - Ono6peHo: Me1,1e.mKep / PyKoso,uuTeJJb 

P~-
Date / '2-'+ - l 2-- ~ lo 1.-s-

Date / 2-9/Zr2¢--$ Date / 
2--~ - I 2--- - ;,,,,o ?1 

Ilarn: Ilarn: narn: 



••· Dr.Reddy's ~;• 

Product : Alleiway film-coated tablets 5 mg 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

npoJiyKT: AJJJJepB3H Ta6JJeTKH. noKpblTble nJJeHOlJHOH o6oJJOlJKOH, 5 Mr 

Market/ PhlHOK : Russia/ PocCH.R 

Batch No./ 
: C2515433 

Batch Quantity/ I 040300 tab/ 

Cep1rn N2 Pa1Mep cepttn 
: 

1040300 Ta6 

Analytical Report No./ 
: 890001855415 

Date of Analysis / 
: 24/12/2025 

AHaJ1HTH'lecic11it OT'-leT N2 llaTa aHaJJHJa 
Date of Manufacture / 

12/11/2025 
Date of Expiry / 

31/10/2028 
llaTa npoHJBOJICTBa 

: 
roJieH JIO 

: 

Mfg. License No./ 
n pOH3BOJICTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : Jm-N~(OO1333)-(Pr-RU) 
JJHUeHJHH N2 
Analysis performed according ND No/ AHamn npoaeJICH no Hll N2: J1n-N2(OO1333)-(Pr-RU) dt. 15.11.23 / 
J1n-N2(OO1333)-(Pr-RU) OT 15.11.23 

Pa2e 5 of 5 I Ci-p. 5 H3 5 
API name/ HauMeuosauue A<l>C: Levocetirizine dihydrochloride / J1eBouernpH3MHa ,U1ffH,npoxnop11,n 

INN/MHH: Levocetirizine / J1eBouernpM3MH 

API manufacturer batch number / 
ACSH00I908 

HoMep cepuu nponJBOJJ.nTem1 A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6ci'auuuu FCSA0l 104 

UpOH3B0)].HTeJUI r Jl<J>: 

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

IlpoH3BOJJ.HTeJih A<l>C, CTpaua: .[l-p Pe,n,n11'c J1a6opaTOpHC JlT,n., vlH,UIUl 

Survey N241, (Fonnulations 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 

HanMeuosau11e, anpec n uoMep 
No 59/RR/AP/97/F/R) 

YtJacToK N2 41, (TTpo113Bo,ncrneHHoe no,npa3,neneH He-III), 6a1.Jynann11 
JIHUeHJHH UJIOLUa)].KH, 

B11nna,n)K, 6a1.Jynann11 MaH,nan, Me,nLJan ManKan,K:r11p11 ,U11cTpMKT, 
ocymecTsmnomeii 

6atJynann11 (B), na1.Jynann11 (M), Me,nLJan-ManKa,U)Krnp11 (.U), wrnT 
npOH3B0)].CTBO/KOHTpOJih 

TenaHraHa, HH,n1151 (J111ueH3M51 N2 59/RR/AP/97/F/R) 
Ka'leCTsa/BhIUYCK r JI<l> / 

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. 
3aKJ1101.Jem1e O COOTBeTCTBl111: «HacT051ll.ll1M 51 no,UTBep)K,UalO, 4TO np11Be,UeHHa51 BbIWe MH(j)OpMaU1151 51BJ151eTC51 ,UOCTOBepHOM 

11 T04HOM. 3m cepH51 npo,nyKUMH np0113Be,UeHa (BKJllOlJa51 ynaKOBKY (MapK11pOBKY) M K0HTpOJlb KaLJecrna) Ha BblWeyKa3aHHOM 
np0113B0,UCTBeHHOM nJlOll.la,UKe (nJlOll.la,UKax) B DOJlH0M C0OTBeTCTBMl1 C Tpe6oBaHI1511\1H npaBIIJl Ha,UJle)Kawett 
npo113B0,ncrneHHOtt npaKTHKM (N2GMP-01887/21/IN OT 28 anpen51 2021) 11 Tpe60BaH1rnM11 KOHTpon51 KaLJecrna 

JJeKapCTBeHHblX cpe,UCTB, a TaK)Ke B COOTBeTCTBMM co cneu11cp11KaUH51MM, co,nep)KaWHMHC51 B pernCTpaUHOHHOM ,U0Cbe 
CTpaHbl-MMD0pTepa. 3anMCH no npOH3B0,UCTBY, ynaK0BKe 11 aHamny npoBepeHbl, ll ycrnH0BJleHO HX C00TBeTCTBMe 

Tpe6oBaHM51M npaBHJl Ha,UJle)Kall.ldi npOM3B0,UCTBeHHOM npaKTMKM. 

Remarks : The Product confirms to ND/ 
IlpnMe'laH11e: TTpo,nyKT coorneTcrnyeT Tpe6oBaHH51M H)], 

Prepared by/ c;;:::::, _,._.-.,__ 
TTo,nroTOBJleH o:~ ....-

Date I 
.[lam: 

Date/ 

,Uarn: 

Conclusion : APPROVED/ 
• aKJIIO'leune: O)J,O.6PEHO 

'1\.pproved by: Manager/Executive / 
O,no6peHo: MeHeD.,Kep / PyK0B0,n11TeJ1b 

Date/ 
.[lam: 

p~, 




