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Dr‘ Reddy,s Q;‘ CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
IMpoayxr: Annepssii TabNETKH, MOKPHITHIE MIEHOYHOH 060NOYKOH, 5 MT

Market / Poinok : Russia / Poccus

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

Cepus Ne : €2501986 Pazmep cepuu * 1040300 Ta6

inalytlcal Repoﬂrt No./ . 890001796177 Date of Analysis / . 28/02/2025
HAJTUTHYECKH oTyeT No JlaTa aHaau3a

Date of Manufacture / . 30/01/2025 Date of Expiry / . 31/12/2027

JlaTa npoussoacTBa T'ogen no

Mfg. License No. /

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

JHUeH3Us1 Ne

Analysis performed according ND No / Ananns nposeaen no HJ{ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page1of 6/ Ctp.1 m36

Ne Test / [TokazaTenan Result / Pe3ynnTaThl

Specification / Hopma

1 | Appearance / Onncanue 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. / OBajbHbIe
JIBOSIKOBBIITYKJIbIE Tabnerk,
MOKPBITBIE MJIEHOYHOW 00010uKOH
Oenoro 1mBera, ¢ ONHOH CTOpPOHBI
rJIafKue, Ha Jpyroil CTOpOHE
rpaBupoBka «R 5». Ha nonepe4nom
pazpese siapo 6enoro LBeTa.

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. / OBaJIbHbIE IBOSKOBBIITYKIIbIE
TabJIETKH, TOKPHITHIE MIEHOUYHOH o6osouKoi
beqoro uiad moyTtd Oeyoro IBeTa, ¢ OJHOH
CTOPOHBI TIJIafiKue, Ha JApYroil CTOpoHE
rpaBupoBka «R 5». Ha nonepeunom paspese
Apo OT 6enoro o mouTH H6eNoro IBeTa.

| 2 | Identification Complies as prescribed / The retention time of the main peak in the
Levocetirizine/ CooTBeTCTBYET TPeOOBaHUAM chromatogram of test solution should comply
HWaenTnduxanus with the retention time of the main peak in the
JleBoneTHPH3HH chromatogram of levocetirizine

dihydrochloride reference standard solution
(section “Assay”). / Bpems ynepxuBaHHs
OCHOBHOTO MNMKa Ha  XpoMmarorpaMmme
UCITBITYEMOTO pacTBOpa JOJDKHO
COOTBETCTBOBATL BPEMEHH  YAEPKUBAHUS
OCHOBHOTO NHKa Ha XpOMaTOrpaMMe pacTBopa
cTaHmapTHOro obpasua  JIeBOLIETHPU3HHA
muruapoxiaopuaa (pasgen «KoaudecTBeHHOE
OIIpeIeIeHHE).

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion ;: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / : Checked by /
[Toarorosneno: M" IIposepeno:

Approved by: Manager/Executive /
Ono6peno: Mengmxep / Pykosoaunrens
DAt

et

Hara: Iara:

Date / ) E-02~-202S
Jara:




Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

MpoaykT: Anneppsit TabneTk, NOKPHITHIE MEHOUHON 060710UKOi, 5 Mr

Market / Poinok

: Russia / Poccust

Batch No. / ) Batch Quantity / 1040300 tab /
Cepun Ne 3 €2301936 Pa3zmep cepun * 1040300 Tab
A . .
nalytical Repovrt No./ . 890001796177 Date of Analysis / . 28/02/2025
AHaauTHYeCKUT oTyeT Ne JlaTa aHaau3a
\Date of Manufacture / . 30/01/2025 Date of Expiry / . 31/12/2027
JlaTa npoM3BOACTBA T'open ao
Mfg, License No. /
IpoussoacTBeHHAsT : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Juuen3us Ne

JITI-Ne(001333)-(PI'-RU) ot 15.11.23

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

Page20f 6/Crp.2 M3 6

3 | Average weight /
Cpeausist macca

132.73 mg/ 132,73 mMr

133.25 mg + 4% (between 127.92 and 138.58

mg) /
133,25 mr + 4 % (oT 127,92 10 138,58 mr)

4 | Disintegration /

4 min / 4 MuH

Not more than 15 min / He 6onee 15 mun

Pacnagaemoctnb
5 | Dissolution / PacTBopenue Unit-1/ Ta6.-1 98 % NLT 80% (Q) of label claim of levocetirizine
Unit-3 / Tabn.-3 85 % JIEBOLIETHPH3WHA AUruapoxnopuaa uepes 20
Unit-4 / Tabn.-4 0% |
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 98 %

6 | Related Substances / PoacTBeHHBbIE IPHMECH

Impurity A / ITpumecs A

Impurity B / IIpumecs B

Impurity C / ITpumecs C

Not detected / He oOHapy»eHa
Below LOQ (LOQ = 0.008 %) /

Hixe mpegena KOJNUYECTBEHHOTO
onpenenenus (IIKO = 0,008 %)

Not detected / He obHapyx«eHa

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

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

Not more than 0.4 % / He Gonee 0,4 %

Remarks : The Product confirms to ND/
ITpumeuanue: [Tpoaykr cooTBeTcTBYET TpeboBarusm HI

Conclusion : APPROVED /
Zakmouenue: OJOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
IToarotosiieHo: W(r IIposepeno: Z@_ OllOﬁpeHO:}E‘l eae;mcep / PykoBonuTenb
Date / 902§ * Date / 22026 Date./ R -02->025

Tara: &Y JNata: JaTa:
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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product : Allerway film-coated tablets 5 mg
IMpoaykr: Annepraii TaGneTku, NOKPHITHIE MIEHOYHON 060JIOUKOi, 5 MI

Market / PeiHok : Russia / Poccust

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

|Cepus N BIEES0IRR0 Pazmep cepuu * 1040300 Tab

Analytical Repo“rt No./ . 890001796177 Date of Analysis / . 28/02/2025
AHajguTHuYecKHi oTyeT Ne JlaTta ananausza

Date of Manufacture / . 30/01/2025 Date of Expiry / . 31/12/2027

JlaTta npon3eoacTBa - Topen go

Mfg. License No. /

IMpoussoacTBeHHAsT : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT'-RU)
anueH3ust Ne

Analysis performed according ND No / Ananu3 nposegen mo HJI Ne: JITI-Ne(001333)-(PT'-RU) dt. 15.11.23 /

JITI-Ne(001333)-(PI'-RU) ot 15.11.23

Page3 of 6/ Crp.3 u36

Impurity D/ ITpumecs D

Impurity E / [Ipumecs E

Impurity F / [Tpumecs F

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / Jlrobas equHUYHAS
HEUIEHTH(OULUUPOBaHHAS
npuMech

Below LOQ (LOQ = 0.004 %) /
Hike npenena KOJMYECTBEHHOTO
onpexnenenus (ITKO = 0,004 %)

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

0.03%/0,03%

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

Below LOD (LOD = 0.014%) /
Huxe npenena obuapyxeuns (110 =
0,014 %)

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

0.08%/0,08%

Below BDL (BDL= 0.05 %) / Huxe
nopora peructpauyu (ITP =0,05 %)

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

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

Total impurities /
CyMma npumecei

0.1 %/0,1 %

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

Chiral purity / XupaJjbHas
YHCTOTA

Below LOD (LOD = 0.0138 %) /
Hwuxe npenena obuapyxenus (I10 =
0,0138 %)

S-isomer — not more than 1.5%/

S-usomep — He 6onee 1,5 %

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT cooTBeTcTBYET TpeboBaHusaM H/I

Conclusion ;: APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / : Checked by / Approved by: Manager/Executive /
[ToaroroBneso: M ITpoepeHo: Z@ O,HO6peH0:_,ML£HFﬂ)KCp / PykoBoguTe b
Date / ,Q_o;{ Date / Date / 2Q-p02-202S

Hara: 3& o Jlara: 2& '07—'10’7-&\ Jara:




Dr.Reddy’s @¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Allerway film-coated tablets 5 mg
MpoayxT: Annepssii TabneTKH, NOKPBITHIE IUIEHOYHOH 060NOUKOMH, 5 M

Market / Poinok

: Russia / Poccust

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

Cepus Ne : (E2901986 Pazmep cepun * 1040300 Ta6

Analytical Repourt No./ . 890001796177 Date of Analysis / . 28/02/2025
AHanuTHyecKHii oTyet No JlaTa ananu3a

Date of Manufacture / . 30/01/2025 Date of Expiry / . 31/12/2027
|faTa npou3BoAcTBa Toaen o

Mfg. License No. /

IlponszBoacTBeHHast : 59/RR/AP/97/F/IR MA number: / Homep PY : JITI-Ne(001333)-(PI"-RU)
auneH3usi No

Analysis performed according ND No / Ananus nposegen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /
JITI-Ne(001333)-(PT-RU) ot 15.11.23

Page 4 of 6/ C1p. 4 u3 6

8 | Loss on drying / IToteps B 1.8%/1,8 % Not more than 6.0 % / He 6onee 6,0 %
Macce NMpPH BICYIIHBAHHH
9 | Microbiological purity*/ MukpoGHoJorHyecKas YucToTa*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob1ee uncno Menee 10 KOE/r He 60n1ee 10° KOE/r
a’pOOHBIX MUKPOOPraHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 10* CFU/g /
moulds count / Obiiee aucno Menee 10 KOE/r He 6osee 10> KOE/r
JPOMOKEBBIX U MNECHEBBIX
rpuboB
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcytctByeT B 1 T OtcytcTBUEe B 1 T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OaHOpPOIHOCTDH 55/55 than 15.0./ TlokasaTenb nmpuemieMocTd (AV)
I03UPOBAHMUSA ' ’ JoskeH 6bITh He bonee 15,0.
11 | Assay / KoauuecTBeHHOE Between 4.75 mg and 525 mg of
ompeaeneHue 491 mg/4,91mr levocetirizine dihydrochloride per tablet. /
Or 4,75 Mr jo 5,25 Mr neBoLETHpHU3UHA
JUTHIPOXJIOpU/IA B TaOJETKE.

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

ITpumeuanue: IIpoxykT coorBeTcTBYeT TpebosaHusm HJI 3aximouenne: OJJOBPEHO

Prepared by / I Checked by / Approved by: Manager/Executive /

[MoaroroBneHo: K;SCU‘-' IposepeHo: Onobpeno: Menemiep / PykoBoaurens
A

Date / 9025 Date/ g 0. onS |Date/ o 09102y

JlaTa: ;2’& - 03 JlaTa: &0 Jara:




@e
) o@
Dr ° Reddy S Q.. CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIN3A
Product : Allerway film-coated tablets 5 mg
MpoxyxTr: Annepsasii TabneTky, NOKPHITHIE MIEHOYHON 060TOUKOMN, 5 MP
Market / Puinok : Russia / Poccust
Batch No. / . C2501986 Batch Quantity / . 1040300 tab /
Cepust Ne Pazmep cepun 1040300 tab
Analytical Repovrt No./ . 890001796177 Date of Analysis / . 28/02/2025
AHannTHYecKHii oTueT No Jarta aHaqu3a
Date of Manufacture / . 30/01/2025 Date of Expiry / . 31/12/2027
JaTa npou3BoACTBa T'oaen go -
Mfg. License No. /
IlpoussoacTBeHHast : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JnueH3ust Ne
Analysis performed according ND No / Anajgu3 nposegen no HJI Ne: JIII-Ne(001333)~(PI'-RU) dt. 15.11.23 /

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

Page50f 6/ Crp.5u36

12 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PVC) foil / | 7 or 10 tablets in a (PVC/AI/PVC) foil /
aluminum foil blister. 3 blisters with | aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / [To 10 Ttabnerok B |/ Ilo 7 umu 10 Ttabnerox B OmnmcTep u3
omcrep u3 (ITA/AJ/TIBX) doneru | (TIA/AJI/TIBX) doneru / anroMUHHEBOI
/ amomuudeBoii donpru. Ilo 3 | ¢oneru. ITo 1, 2 unu 3 Oauctepa BMecTe ¢
OyMcTepa BMECTE C MHCTPYKLMEH MO | UHCTPYKLUMEH [0 NPUMEHEHUIO (JIMCTKOM-
NpUMEHEHUIO (JIMCTKOM- | BKJIQJIBIIITEM) B TAYKY KAPTOHHYIO.
BKJIaJBIIIIEM) B TAYKY 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.
* [IpOBOAKMTCA MPOH3BOAMTENEM NPH BBIMYCKE IEPHOUYECKH (C MHTEPBAJIOM OJIHO MCMbITaHKeE Ha 10 ceprit nin He MeHee 1 pasa B rox).

INMokazaTens MOXeT 6bITs HE BKIIOUEH B cepTHdHKAT aHamH3a GUpMBI

API name / Haumenosanne ADC: Levocetirizine dihydrochloride / Jleponetupu3una AUruApOXIOpHLT
Levocetirizine / JleBoueTupusun

INN / MHH: o Hernp

API manufacturer batch number / ACRE004106

Howmep cepun npounssoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyOCcTAHIHH FCRA02759

nponspoautesi I'JIMD:

AP1 Manufactured by & counfry/ Dr. Reddy's Laboratories Ltd., India /
Hpoussopurens A®C, crpana: J1-p Pemnu’c Jlaboparopuc Jita., Muans

Remarks : The Product confirms to ND/ Conclusion ;: APPROVED /
Ipumeuanue: [Tpoxykr cootBeTcTByeT Tpebosanuam H/{ 3akaoyenue: OJIOBPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
IToAroToBAEHO: W‘C IIpoBepeHo: @l Onobpeno: Menemkep / Pykosomurens
Date / QoS Date / - — | Date / 2g-. 022005
Hata; % JHara: Q@f‘O”Z 20U Jlata:




@
) )
D_I’. Reddy S ‘.’ CERTIFICATE OF ANALYSIS

CEPTUHOUKAT AHAJIM3A

|"Pr0duct : Allerway film-coated tablets 5 mg
Hponykr: Annepesii TabNeTKH, MOKPHITHIE MIEHOWHOM 060104KOMH, 5 MT
Market / PoiHok : Russia / Poccus
Batch No. / Batch Quantity / 1040300 tab /

: C2501 :
Cepusi Ne D E0 Pasmep cepun * 1040300 tab
Analytical Report No. / . Date of Analysis /
AHaJIUTHYECKHE oTyeT Ne i S20001995 10 JlaTa ananuza § 210212025
Date of Manufacture / . ~ |Date of Expiry / .
[aTa npowssozcTBa : 30/01/2025 A s 31/12/2027
Mfg. License No./ N
IIpon3BoacTBeHHAR : 59/RR/AP/97/F/IR MA number: / Homep PY : JIII-N2(001333)-(PI'-RU)
JHueH3us Ne

Analysis performed according ND No / Auanaus nposeaen mo HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
JIT-Ne(001333)-(PT-RU) ot 15.11.23

Page 6 of 6 / C1p. 6 m3 6

o Survey Ne41, (Formulations Technical Operations - Unit-III),
g;n;le;::g l:tefls;ii;t:li(t):l/zét;zltlrl:jlosf?: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupatlly (M), Medchal-Malkajgiri (Distr.), Telangana
i TErpaae, ApEEa HONER State, India (License No 59/RR/AP/97/F/R)

e —— lmou;amm Vyacrok Ne 41, (ITpoussoacteenHoe noapasaenenue-11I), bauynannu
e b Bunnanx, bauynanm Mangan, Meguan Mankapxrupa JJUCTPHKT,
NOH3BOACTEOIKONTONE bauynannu (B), bauynammu (M), Menuan-Mankamkrapu (1), wrart
Tenanrana, Uuaus (Jlunenzus Ne 59/RR/AP/97/F/R)
{ KauecTBa/Bbinyck I'JI® /

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.

3aKJIF0UEHHE O COOTBETCTBUH: «HacTOSIUM s MOATBEPXK A0, YTO [IPUBEAEHHAS BbIUIe HHOOPMAaLKs ABJSETCS JOCTOBEPHOH
1 TOUHOH. DTa cepus NpOAYyKIUHHU pou3BeaeHa (BKII0Yas ynakoBKy (MApKHPOBKY) H KOHTPOJIb KA4E€CTBA) Ha BBILICYKAa3aHHOH
[POM3BOACTBEHHON IUIowanke (MIomagkax) B IOJHOM COOTBETCTBMM C TpeGoBaHusmu IlpaBun  HapnmexarueH
nipousBoAcTBeHHON mpakTuku (NeGMP-01887/21/IN ot 28 ampens 2021) u TpeGOBaHHAMH KOHTPOJIA KayecTBa
NEeKAapCTBEHHBIX CPEACTB, @ TAKXKE B COOTBETCTBUH CO ClELM(UKALMAMH, COACPXKAUIMMHUCA B PETHCTPALHOHHOM NOCHE
CTpaHbI-MMMOpTEpa. 3aluCH 110 MPOM3BOACTBY, YNAKOBKE W aHaiM3y IPOBEPEHEI, M YCTAHOBJEHO HX COOTBETCTBHE

TpeGoBanusim [1paBuil HaIEXKALIER TPOU3BOACTBEHHOM PAKTHKH.

Conclusion : APPROVED /

Remarks : The Product confirms to ND/
Zaxmodenne: OJJOBPEHO

IIpumeuanue: [IpoayKT cooTBETCTBYET TpeboBanusam H/J

Prepared by / {, J Checked by / Approved by: Manager/Executive /
[ToaroToBEHO: p 5@,- ITposepeHno: @D On06peH@ei)cnmep / PyxoBogutenn

Date / Date / 7/8.-01,-7/01(

Date / 3% fO&/QQQ( Tata: 28@‘2——29325_‘ Iara:

Jara:




