Dr.Reddy’s ‘;

CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIHM3A

|Préduct : Allerway film-coated tablets 5 mg

Tpoaywr: Annepeaii TabreTky, NOKPHITHIE MIEHOYHON 060M0UKOI, 5 MT

Market / Poinok : Russia / Poccus

Batch No. / ) Batch Quantity / 1040300 tab /

Cepust N : (62502499 Pasmep cepun " 1040300 Tab

Analytical Repo“rt No./ . 890001798264 Date of Analysis / . 12/03/2025

| AHaainTHYecKHii oTueT Ne Mara ananauza B
Pate of Manufagture/ . 01/02/2025 Date of Expiry / . 31/01/2028

Jlata npoussoacraa Tonen a0

Mfg. License No. /

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

JIN-Ne(001333)~(Pr-RU) oT 15.11.23

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

Pagelof 6/Cip.1m36

| Ne Test / IloxazaTtenn

Result / Pe3yabTaTei

Specification / Hopma

1 | Appearance / Onucanue

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
JBOSIKOBBITTYKJIbIE Tabnerky,
NOKPBITBIE MIEHOUHOH 06009KOH
Oenoro uBera, ¢ OAHON CTOPOHBI
rajKkue, Ha Jpyrod  CTOpOHe
rpaBupoBka «R 5». Ha nonepeunom
paspese sapo benoro useta.

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. / OBaJbHbIE JBOSIKOBBIMYKITbIE
TabJIETKH, HNOKPBIThIE TIEHOYHOH 0607104kl
Genoro unu moutu 6enoro 1BeTa, ¢ OAHOM
CTOpOHBI ~rNaaKMe, Ha JAPYroit Cropone
rpaBupoBka «R 5». Ha nmonepeunom paspese
AApo oT 6eJ70ro J0 MOoUTH GEJIOro IBeTa.

2 | Identification
Levocetirizine/
HNpentndnxanus
JleBoLeTHPH3HH

Complies as prescribed /
CooTBeTcTBYET TpeOOBaHHUM

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”). / Bpems yaepxupaHus
OCHOBHOIO  MHKa Ha  XpoOMarorpamme
UCIIBITYEMOTO pacrBopa JOJDKHO
COOTBETCTBOBATh BPEMEHH  YAEPKHUBAHHS
OCHOBHOTO [THKa Ha XpPOMaTOrpaMMe pacTBOpa
CTaHAapTHOro  obpasua  JICBOLETHPH3MHA
muruapoxiopunaa (pasgen «KonndyecTseHHOe
OTIPEAETICHUE).

Remarks : The Product confirms to ND/
IMpumeyanue: IIponykT coorBeTcTByeT TpeboBanusam H/I

2

Conclusion : APPROVED /
3axnrouenne: OJJOBPEHO

Approved by: Manager/Executive /

Prepared by / Checked by /CZ’"]'

[ToarotoBneno: CL?/ Hp(mepeﬂoé /7’:7 } OnobpeHo: MeHelsmep / PykoBoauTeib
| =

Date / a2 a0t Date / (503~ 2=7 = | Date/ PryeH

Hara: 13 0210 Jara: Hara: ! _Y:-D e
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIU3A

'Product : Allerway film-coated tablets 5 mg

Mpoaywr: Aniepraii TaGiieTkH, MOKPITbIE MIEHOYHOM 060N04YKOil. 5 MT

Market / Poinok : Russia / Poccus

'Batch No. / _ Batch Quantity / _ 1040300 tab /

Cepun Ne i €2502495 Pazmep cepun © 1040300 Tab

Analytical Repovrt No./ . 890001798264 Date of Analysis / . 12/03/2025
AHaJIuTHYECKHH oTyeT No JaTa ananusa

1?ate of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028
|laTa npoussoacTea T'ogen no -
Mfg. License No. /

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

Analysis performed according ND No / Ana;nn3 nposeaen no HJ[ Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

[JITT-Ne(001333)-(PT-RU) or 15.11.23

Page20f6/Crp.2 u3 6

3 | Average weight /
Cpeansis macca

133.37 mg/ 133,37 mr

133.25 mg + 4% (between 127.92 and 138.58

mg)/
133,25 mr =4 % (ot 127,92 no 138,58 mr)

4 | Disintegration /

4 min / 4 mun

Not more than 15 min / He 6osiee 15 Mun

PacnapaemocTb
5 | Dissolution / PacTBopenue Unit-1/ Tabn.-1 96 % NLT 80% (Q) of label claim of levocetirizine
OBz WAt 2616 "dAi)hW(i{)O)chlcc))zr.i deﬂzﬁi{iﬁ)ﬂfﬁi)?o/ I;Iguhé;;[(e;ig
Unit-3 / Tabn.-3 97 % JIEBOLIETUPH3WHA AMIHApOXJIopHAa 4epes 20
Unit-4 / Ta6n.-4 5% |
Unit-5 / Tabn.-5 97 %
Unit-6 / Tabn.-6 93 %

6 | Related Substances / PoxcTBeHHBIE npuMecH

Impurity A / Ilpumecs A

Impurity B / [Tpumecs B

Impurity C / [Tpumecs C

Not detected / He oOHapyxeHa

0.01%/0,01%

Not detected / He o6HapyxeHa

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

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

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

Remarks : The Product confirms to ND/
IMpumeuanue: [Tponyxt coorBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /

3akmouyenune: ONOBPEHO
)

;\pproved by: Manager/Executive /

Prepared by / Checked by / }

ITonrorosnexo: & [IposepeHo: : Ono6peno: Menekep / PykoBoaurenn
Date / ((ogrwuf Date / (SG-aB~ 2025 Date / YK\DE/}O%(
Jara: L JHarta: Jara: l
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Dr.Reddy’s Q;P

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A

"Product : Allerway film-coated tablets 5 mg

Mpoayir: Asuiepsaii TabneTku, MOKPLITHIE MIEHOYHOH 0GONOYKOI, 5 MT

JHUeH3Ua Ne

Market / Peinok : Russia/ Poccus

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

Cepua Ne § E2500459 Pasmep cepun " 1040300 Tab

Analytical Repovrt No./ . 890001798264 Date of Analysis / . 12/03/2025
AHajquTHYecknii oTuer Ne Jdara ananusa

]?ate of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028

JlaTa npon3BoAcTRa Togen 1o

Mfg. License No. /

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

‘Analysis performed according ND No / Auanus nposegen no HJI Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /

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

Page3of 6/ Crp.3 w3 6

[ Impurity D / Tlpumecs D

Impurity E / ITpumecs E

Impurity F / ITpumecs F

0,014 %)

Impurity RCT-3 / Ilpumecs
RCT-3

Any individual unidentified
impurity / JIrobas enunN4Has
HenJeHTUHLIMPOBAHHAS
HpUMEChH

Below LOD (LOD =
Huxe npenena obnapyxenus (I10 =

Below LOQ (LOQ = 0.004 %) /
Hmxe mnpemena KoAMUYECTBEHHOrO
onpeaenenus (IIKO = 0,004 %)

0.02% /0,02%

0.014 %) /

0.08% /0,08%

Below BDL (BDL~ 0.05 %) / Huxe
nopora peructpauuu (I1P =0,05 %)

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

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

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

Not more than 0.30 % / He 60nee 0,30 %

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

Total impurities /
CymMmma npuMeceit

0.1 %/0,1 %

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

Remarks : The Product confirms to ND/

ITpumeuanue: [IponykT cooTBeTCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akmoyenne: OJOBPEHO
p)

4
Prepared by / Checked by / ﬂ@’u ~| Approved by: Manager/Executive /
[MoarotoBneno: é;/ [TposepeHroy %/ Onobpeno: Meuekep / PykoBoaurens
7 ‘ .__
Date / Con ol Date / 1 &~ D pp &| Date/ 57 — 202§
Jlara: 1€ -02-20 Jara: % Jlata: (S—




Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

\Product : Allerway film-coated tablets 5 mg

Mponywr: Annepesii TalieTky, MOKPLITHIE IIIEHOYHOIM 060M0YKOIT, 5 MT

Market / Poinox : Russia/ Poccus
'Batch No. / Batch Quantity / 1040300 tab /
; : C25024 :
Cepus Ne 2502499 Pazmep cepun * 1040300 Tab
Analytical Report No. / . Date of Analysis /
Anaanrageckuii oracT No : 890001798264 Thia anausa : 12/03/2025
Date of Manufacture / . Date of Expiry / )
e ——— : 01/02/2025 Tomer 10 : 31/01/2028
Mfg. License No. / -
ITpouseoacTeennan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
mensns Ne

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

JIT-Ne(001333)-(PT-RU) or 15.11.23

Page4of 6/ Cip. 4 u36

' 7 | Chiral purity / Xupanenas |Below LOD (LOD = 0.0138 %) / | S-isomer — not more than 1.5% /
YHCTOTA Hwxe npenena obuapyxenus (110 =
0,0138 %) S-uzomep — He 6onee 1,5 %
8 | Loss on drying / IloTeps B 2.7%/2,7% Not more than 6.0 % / He 6oee 6,0 %
Macce MpH BBLICYHITHBAHUH
9 | Microbiological purity*/ Mukpo0tuosornyeckast Yucrora*
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 10° CFU/g /
Count / Ob111e€ Yucio Menee 10 KOE/r He 6oxee 10° KOE/r
a3pOOHBIX MUKPOOPraHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10* CFU/g /
moulds count / Ob1ee uncio Menee 10 KOE/r He 6onee 10? KOE/r
JPOXOKEBBIX U TJIECHEBBIX
rpubos,
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OtcyteTByeTr B 1 T OtcyrctBUe B I T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OnHOPORHOCTH 26/2.6 than 15.0./ Tlokazatens npuemiemoctd (AV)
JO3HPOBAHHUS ’ ’ JoJbkeH GbITh He Oonee 15,0.
11 | Assay / KonudecTBeHHOE Between 4.75 mg and 5.25 mg of
onpeeeHHe 4.93 mg/4,93mr levocetirizine dihydrochloride per tablet. /
Ot 4,75 Mr po 5,25 Mr J5eBOLETHPHU3MHA
JHTHAPOXJIOpUIIA B TaOJIETKE.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [TponyKT cooTBETCTBYET TpeGoBanuam HJL Zaxmouenne: OJJOBPEHO
>b
Prepared by / Checked by / > p“"/ Approved by: Manager/Executive /
[ToArOTOBNEHO: ag/ HpOBepeHOW Onobpeno: Mcrgcep / PykoBoauTenb
Date / 4 Date / 92 Date / S 2
Hara: 1oz Hara: Hara: 1 [';D 5
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Dr" Reddy s ‘-. CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

|Product : Allerway film-coated tablets 5 mg
Mpoaywkr: Ansepnaii TabiaeTki, NOKPBITHIE MIEHOYHON 0600UKOM, 5 MT

Market / Poinok : Russia / Poccus

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

Cepust Ne i Pazmep cepun 1040300 Tab

Analytical Repovrt No./ . 890001798264 Date of Analysis / . 12/03/2025
AHaJHNTHYECKHH 0TueT Ne JaTa ananunza B
Date of Manufacture / . 01/02/2025 Date of Expiry / . 31/01/2028

JaTa npoussoacTBa I'ogen no B -

Mifg. License No. /

poussoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
|anneusus No

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

PageSof6/Crp.Smu36

12 | Packaging / YnakoBka 10 tablets in a (PVC/AIV/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 Tabnerok B |/ Ilo 7 umu 10 Ttabnetok B GuucTep u3
6mucrep uz (ITA/AJI/TIBX) ¢onwru | (TTA/AJVIIBX) donern /  anroMuHHEBOI
/ amomunueBoil ¢oneru. Ilo 3 | doneru. ITo 1, 2 unu 3 6auctepa BMecTe C
6ycTepa BMECTE C HHCTPYKLMEHR O | MHCTpYKUMEeH [0 NpUMeHEeHHIO (IMCTKOM-
IPHUMEHEHUIO (IMCTKOM- | BKJIaJpIllieM) B ITA4Ky KAPTOHHYEO.
BKJIA/IBIIIEM) B AYKY KAPTOHHYIO.

“ It is carricd 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.
* [TpOBOAKMTCS MPOM3BOUTEIIEM IIPH BbINYCKe NEPHOANYECKH (C MHTEPBAIOM OAHO HeTbiTanke Ha 10 cepuit nin ne mexee 1 pasa B rox).

TokasaTesb MOxeT 6bITh HE BKITIOUEH B CEPTHOHUKAT aHann3a QUpMEI

API name / Hanmenosanne ADC: Levocetirizine dihydrochloride / JleBolieTHpU3HHA JUTHAPOXJIOPHL

Levocetirizine / JleBoueTnpusun
INN / MHH:

API manufacturer batch number / ACRH004106 & ACRH004125
Homep cepuu npoussoantest ADC:

FCRA02759 & FCRA02760
FP Manufacturer API Batch number /

Homep cepun cyOCTAHIMH
oponzeoauTtensi LJID:

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpameuanue: [TpoxyKT cooTBeTCTBYET Tpeboparusam HJT 3akmouenne: OJOBPEHO
A

Prepared by / Checked by / g ﬂ%‘; Approved by: Manager/Executive /
[ToaroToBneHo: C& IIposepeno;k s Onobpeno: Menegxep / PykoBoautensb

— == :
Date / 1(«03*2’3"5 Date / | ScA-200.5 Date./ ‘g—mz/'}oo/f-
Jlara: Jlara: Jara:
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Dr. Reddy S q-’ CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

‘Product : Allerway film-coated tablets 5 mg
Hponywkr: Annepsaii tabneTkn, MOKPHITHIE TUIEHOUHOH 06010UKOIL, 5 MT

Market / Poinok : Russia / Poccus

IBatch No. / . 2502499 Batch Quantity / : 1040300 tab /

Cepna Ne Pasmep cepun 1040300 Ta6

Analytical Report No. / . Date of Analysis /

AHanuTHYeckuii oTyeT No e Jarta ananuza i NE0SE0e

Date of Manufacture / . Date of Expiry / -
P — : 01/02/2025 Foaen 10 : 31/01/2028

Mfg. License No. /

MpouszsoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
Junuensus Ne

Analysis performed according ND No / Ananuz nposegen no HI Ne: JITT-Ne(001333)-(PI'-RU) dt. 15.11.23 /
[JITI-Ne(D01333)-(PT-RU) oT 15.11.23

Page 6 of 6/ Crp. 6 u3 6

API Manufactured by & country /
Dr. Reddy's Laboratories Ltd., India /
Ilpo A®C ? ’
POM3BOAUTETS » CTpaHa Jl-p Pequn’c Jladoparopuc Jita., Uanus
: & Survey Ne4], (Formulations Technical Operations - Unit-IIT)
N dd 4 p )
F;'::Z:u fal;fls;ii;tshi(t):l/zét;ﬁltlrl(\)llosffer / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,
Release site / Bachupally (V), Bachupally (M), Medchal-Malkajgiri (Distr.), Telangana
Hauvenosamué, Aapec:i HOMEP State, India (License No 59/RR/AP/97/F/R)
Ao n.rlou,(amm VYuacrok Ne 41, (IlpoussoacteenHoe noppasaenexue-11T), Bauynamm
PP i Bunnamk, bauynannu Maszgan, Menyan Mankamkrupu JucTpukT,
Hp)(,)ﬂ3BOIlCTBO — bauynannu (B), bauynanmu (M), Meauan-Mankagkrupu (J1), wrat
kawecrsa/semyck ID / Tenanrana, Muaus (JInuensus Ne 59/RR/AP/97/F/R)

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.

3akjrodenue 0 cOOTBETCTBUHU: «HacTosAmNM s MOATBEPIKAAIO0, YTO NPHBEACHHAS BbIlIe HH(OPMAIMs SBISETCS JOCTOBEPHOM
1 TOYHOM. DTa cepus NPOAYKLHH MPOU3BeAcHA (BKIIIOUAs yNakoBKy (MapKUPOBKY) H KOHTPOJIb KAYECTBA) HA BHIIIICYKA3aHHOM!
NPOU3BOACTBEHHON mioiaake (MIOLIa[KaX) B TMOJHOM COOTBETCTBMM ¢ TpeboBanusMu IlpaBun Haanexaruei
npousBoacTBeHHOM mpakTHky (NeGMP-01887/21/IN ot 28 anpens 2021) u TpeOGOBaHUAMM KOHTPOJIL KadecTsa
NEKAPCTBEHHBIX CPEACTB, a TAKXKE B COOTBETCTBHH CO CNELW(UKALUAMH, COAEPXKALIUMUCA B PETMCTPALMOHHOM J0ChE
CTpaHbl-UMIOpTEpPa. 3ankch [0 MPOU3BOACTBY, YNMAakoBKE M aHAINW3y IMPOBEPEHBl, U YCTAHOBJIEHO MX COOTBETCTBUE

Tpebopanusm [1paBun Hagnexaueil NpoU3BOACTBEHHOH MPAKTUKM.

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

IIpumeuanune: [Ipoaykr coorseTcTByeT TpeboBanmsaM HJJ . 73a1<m0qeﬂne: OQOBPEHO

Prepared by / Checked by /, ,/‘ ‘ Approved by: Manager/Executive /

[ToarotorneHo: [;E/ [TpoBepeno:<: Onobpeno: Mtig;ﬂjh‘ﬂp / PyKoBOAHTEE
= —

Date / Ry Date / 1.5~ 202 S Date / ' ‘mg_w7j

JlaTa: [£-o% Jara: Hara: ! S




