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CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIM3A

’T’;oduct : Allerway film-coated tablets 5 mg

Npoaykr: Annepesii TabNeTkH, NOKPHITHIE MIEHOYHOH 06OJOUKOM, 5 MT

Market / Poivok : Russia / Poccus

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

Cepusi Ne 20208 Pasmep cepun " 1040300 Tab

Analytical Repourt No./ . 890001797991 Date of Analysis / . 10/03/2025

AHaguTHYecKHil oTueT Ne JlaTa anamu3a

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

JaTa nmpon3BoacTea T Togen o -
Mfg. License No. /

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

JnneH3us Ne

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

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

Page1of 6/ Crp. 1136

| Ne Test / Iloka3zartennb

Result / Pe3yabTaThi

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. / OpajnbHble
[BOSIKOBBITYKJIBIE TabneTKH,
[IOKPBITBIE MJACHOYHOH 060J04KOMH
femoro uBera, ¢ OAHONW CTOPOHEI
riagKue, Ha JIpyrofl  CTOpOHe
rpasupoBka «R 5». Ha nonepeunom
paspese sapo 6eyoro 1gera.

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. / OBanbHbIE IBOSIKOBBIIIYKJIbIE
TabJIeTKH, NOKPBIThIE MICHOYHOM 06OIOUKOl
0eloro WM NMOYTH OeNoro uBeTa, ¢ OgHOH
CTOPOHBI TIJaJKHe, Ha Jpyroit CTopoHe
rpasupoBka «R 5». Ha monepeqnom paspese
sApo oT He10ro 7o Moutyu 6eIoro 1Bera.

2 | Identification
Levocetirizine/
Hpentnduranus
JleBoueTHpH3IUH

Complies as prescribed /
CooTBeTcTBYET TpebOBaHUAM

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 ynepxupaHHs
OCHOBHOTO  THMKa Ha  XpoMarorpamme
UCITBITYEMOTO pacTBopa JIOJKHO
COOTBETCTBOBATh BPEMEHH  yACPKUBAHHS
OCHOBHOTO ITHKA HA XpOMaTOrpaMMe pacTBopa
cragjaptHoro ofpa3ua  JIeBOLETHPHU3MHA
auruapoxinopuza (pasnen «KompuectBeHHOE
OTIpe/ICTICHHEY).

Remarks : The Product confirms to ND/
Ipumeuanue: [Tpoaykt cooTBeTcTBYET TpebGoBanuam HJT

&

Conclusion : APPROVED /

3akmouenue: OJOBPEHO
P

Approved by: Manager/Executive /

/l
Prepared by / Checked by OQQ/
[ToarorosineHo: é/ ITposepeHo i Onobpeno: Mernemxep / PykoBoaUTENb
Date / 02 Date / Jr 2025 Date / W3 s
JHata: l/-03 -0 Jlara: ! Hara:
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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

'Product : Allerway film-coated tablets 5 mg

IIpoayxr: Annepsait TabieTKH, NOKPLITHIE MICHOYHON 000JI0YKOM, 5 MT

Market / PeiHOK : Russia / Poccus

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

Cepus Ne ME2002187 Pasmep cepun ' 1040300 Tab

Analytical Repo“rt No./ . 890001797991 Date of Analysis / . 10/03/2025
AHasuTHuecKHii oTyeT No Jlata aHann3a

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

Jara npoussoacTaa |Togen g0

Mfg. License No. /

IpoussoacTeeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
aunueH3us Ne

JIT-Ne(001333)-(PT'-RU) ot 15.11.23

Analysis performed according ND No / Ananus nposenen no HJI Ne: JITT-Ne(001333)-(PT-RU) dt. 15.11.23 /

Page2 of 6/ Crp.2 3 6

3 | Average weight / 133.64 mg/ 133,64 mr 133.25 mg + 4% (between 127.92 and 138.58
Cpeanss macca mg) /
133,25 mr =4 % (ot 127,92 no 138,58 mr)
4 | Disintegration / S min/ 5 Muu Not more than 15 min / He 6oinee 15 mun
PacmagaemocTh
5 | Dissolution / PacTBopeHue Unit-1 / Ta6:m1.-1 94 % NLT 80% (Q) of label claim of levocetirizine
- dihydrochloride after 20 min. / He menee 80
o
Unit-2/ Ta6_n.—2 | ok % (Q) oT HOMHHAJIBHOTO COAEPIKAHUS
Unit-3 / Tabn.-3 94 % JeBOLETUPU3UHA AUTHIpOXIopuaa uyepe3 20
Unit-4 / Tab7.-4 96 % | M
Unit-5 / Tab.-5 96 %
Unit-6 / Tab.-6 94 %

6 | Related Substances / PoncTeenHble NpHMecH o
Impurity A / I[Ipumecs A Not detected / He ob6HapyxeHa Not more than 0.4 % / He 6onee 0,4 %
Impurity B / ITpumecs B 0.01%/0,01% Not more than 0.4 % / He 6onee 0,4 %
Impurity C / TTpumecs C Not detected / He 06HapyskeHa Not more than 0.4 % / He 6onee 0,4 %

IIpumeuanne: [IpoayKT COOTBETCTBYE

Remarks : The Product confirms to ND/

T TpeboBanusm HJI

4

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

12

Prepared by / Checked by / ﬁpﬁ' .| Approved by: Manager/Executive /

IMoarorosneno: K l']posepenW Onobpeno: Menenxep / Pykosonutenb
S

Date / Vf~23 503 Date / | D - 9225 Date / W 47 NN Y

Jlara: Jara: JHara:




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

'Product : Allerway film-coated tablets 5 mg

[T11-Ne(001333)-(PT-RU) or 15.11.23

poaykr: Annepesii Tabaerkn, MOKPLITLIE IIEHOYHOM 06004KOIT, 5 MT

Market / Poinok : Russia / Poccus

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

Cepua Ne sl Pazmep cepitii " 1040300 Ta6

Analytical Repovrt No./ . 890001797991 Date of Analysis / . 10/03/2025

| AHasTHTHYECKHIT oTueT No HarTa anannsa -
l?ate of Manufac'ture / © 30/01/2025 Date of Expiry / . 31/12/2027

AaTa npoussoacrsa T'oaen xo

Mfg. License No. /

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

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

Page3of 6/ Crp.3 m36

Impurity D / ITpumecs D

Impurity E / [Ipumecs E

Impurity F / TIpumecs F

Impurity RCT-3 / INpumecs
RCT-3

Any individual unidentified
impurity / JIro6as equHn4Has
HeUmeHTU UL POBAHHAS
TIPUMECh

Below LOQ (LOQ = 0.004 %) /
Huxe mpenena KOJNMYECTBEHHOrO
onpenenenus (ITIKO = 0,004 %)

Below LOQ (LOQ = 0.023 %) /
Hmwxe npemena konuuecTBEHHOrO
onpenenenus (IIKO = 0,023 %)

Not detected / He oGHapy»xeHa

0.08% /0,08%

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

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

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

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 %

Total impurities /
Cymma npumeceit

0.1 %/0,1 %

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

Chiral purity / XupanbHas
YHCTOTA

Below LOD (LOD = 0.0138 %) /
Huxe npenena obHapyxenus (110 =
0,0138 %)

S-isomer — not more than 1.5% /

S-usomep — He 6oree 1,5 %

Remarks : The Product confirms to ND/
IIpameuanue: [TpoaykT cooTBeTcTByeT TpeboBaHusam HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

'J")

” Approved by: Manager/Executive /

Prepared by / Checked by /

[loarorosineHo: p% IIposepeno: Onobpeno: Menemxep fglcosoumenb
Date / v Date / ) 1-O~ D225 Date / W3S
Hara: HIFESE e Hata: S Hara:
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[JITI-Ne(001333)-(PT-RU) ot 15.11.23

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
HMpoayier: Anneppoii TabneTku, NOKPLITHIE TUIEHOYHOH 0500%KOIH, 5 M
Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 1040300 tab /
Cepusa Ne H C2S07IBi Pasmep cepun " 1040300 Ta6
Analytical Repovrt No./ - 890001797991 Date of Analysis / . 10/03/2025
AHAJINTHYECKHH 0T4YeT No Jara anaauia
Date of Manufacture / . 30/01/2025 Date of Expiry / . 31/12/2027
Jlara mpon3BogcTsa Toaen xo
Mfg. License No. / -
MpoussBoacTBeHHan : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PT-RU)
JHIEeH3ust No
Analysis performed according ND No / Anann3 nposeaen no HJI Ne: JITI-Ne(001333)-(PI'-RU) dt. 15.11.23 /

Page4of 6/ Cip.4 u3 6

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

'8 [ Loss on drying / Iloreps B 2.8%/2,8 %
Macce MpH BbICYIIHBAHHH
9 | Microbiological purity*/ Mukpo6uoiorugeckas uucrora*
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /
Count / O61uee yucno Menee 10 KOE/r He 6onee 10° KOE/r
a3poOHBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10> CFU/g /
moulds count / O61iee yuciao Menee 10 KOE/r He Gonee 10 KOE/r
JPOMOKEBBIX U MUIECHEBBIX
rpubos
¢) Escherichia Coli Absent in 1 gram / Shall be absent in 1 gram /
OrcytctByeT B 1 1 OrcytcTBUEe B 1 T
10 | Uniformity of dosage units / Acceptance value (AV) should not be more
OpaHopoaHOCTH 4.4/4.4 than 15.0./ Tlokazarens npuemiiemocti (AV)
JI03UPOBaHHS 7 JomieH ObITh He Bonee 15,0.
11 | Assay / KonndecTBeHHOE Between 4.75 mg and 525 mg of
onpeaeeHne 5.03 mg/5,03mr levocetirizine dihydrochloride per tablet. /
Or 4,75 Mr no 5,25 Mr neBOLETHPHU3UHA
JUTHPOXJIOpUAa B TabJeTKe.

Remarks : The Product confirms to ND/
Ilpumeuanwue: IIpoaykT cooTBeTCTBYET TpeboBanuam H/I

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / —>-Approved by: Manager/Executive /

[NoarorosineHo: ﬂg/ l’lposepex-x% Onobpeno: Menenxep / Pykosoautens
3~

Date / - Date / J ~2 )« | Date/ Wvg e

Jara: U832 < 205 Iara: Hres Jara:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg

Mpoxywr: Annepesii TadaeTKH, MOKPHITHIC IIEHOYHOMN 0GONOM KO, 5 MT

Market / PoiHok : Russia / Poccus

Batch No. / _ Batch Quantity / 1040300 tab /

Cepusa Ne ] Pazmep cepun " 1040300 Ta6

Analytical Repo“rt No./ . 890001797991 Date of Analysis / . 10/03/2025
A”anuTuyeckuil oTyer Ne JlaTa ananuza

Pate of Manufac.fure / . 30/01/2025 Date of Expiry / . 31/12/2027

daTa nponsBoacTsa _|T'onen no

Mfg. License No. /

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

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

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

Page50f 6/ Crp. Su3 6

12 Packaging / Ynakoeka

10 tablets in a (PVC/AVPVC) foil /
aluminum foil blister. 3 blisters with
patient information leaflet in a
carton pack. / Ilo 10 Tabnetok B
onuctep uz (ITA/AJI/TIBX) donsru
/ amromuHueBoi doneru. Ilo 3
6ancTepa BMECTE ¢ HHCTPYKIHEH Mo
MPUMEHEHHIO (;macTrOM-

BKJIQZIBILIEM) B AYKY KApPTOHHYIO.

7 or 10 tablets in a (PVC/Al/PVC) foil /
aluminum foil blister. 1, 2 or 3 blisters with
patient information leaflet in a carton pack.

/ Mo 7 nma 10 TabneTox B GrHcTep M3
(ITA/AJI/TIBX) doner / anOMHHHEBOM
¢oneru. ITo 1, 2 wnu 3 6nucrepa BMecTe c
HUHCTPYKUMEH 10 MPUMEHEHUIO (JIMCTKOM-
BKJIaJbILlIEM) B IAUKy KAPTOHHYIO.

* |t 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.
* TIpOBOAWTCS IPOU3BOANTEIIEM TPH BLITYCKE NEPUOIHYECKH (C UHTEPBATIOM OJHO HCTIbITaHHe Ha 10 cepuit niu He menee 1 pasa B rox).

[Tokasareyib MOXKET OBITE HE BKITIOUEH B CEPTH(HKAT aHATH32 HHUPMBI

API name / HaumenoBauue AD®C:

Levocetirizine dihydrochloride / JlepoiieTupusuna JUriAPOXIIOPHL

Levocetirizine / JleBoleTHPU3UH

Howmep cepuu cybcTaHIMH
npounzsoautens I'JID:

FP Manufacturer API Batch number /

INN/ MHH:
API manufacturer batch number / ACRH004106
Homep cepuu npouzBogurens APC:

FCRA02759

Remarks : The Product confirms to ND/
Hpumeuanue: [IpoRyKT coOTBETCTBYET TpeboBanuam HJI

v D

Conclusion : APPROVED /
3akniouenue: OJOBPEHO

+Approved by: Manager/Executive /

Prepared by / Checked by : (;;’/G—y

[ToaroTosJieHo: % [Tposepeno W Onobpeno: Menemxep / PykopoauTesb
Date / H -©Z.502%" Date / ) 1B ~262-5 Date / \W I g
Jara: Jara: Jlara:
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D r° Red d y s -. CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIN3A

Product : Allerway film-coated tablets 5 mg
[TMpoaywr: Annepeaii TabneTku, NOKPLITHIE TNIEHOUHOM 060504KOi, 5 MT

Market / PeiHoK : Russia / Poccust

Batch No. / . 2502187 Batch Quantity / . 1040300 tab /

Cepus Ne Paszmep cepun 1040300 Tab

Analytical Report No. / . Date of Analysis /

AHaauTHueckHnii oruet Ne £ RS HaTa ananausa e [0S

Date of Manufacture / . Date of Expiry /

NamsunpBHEEo RS : 30/01/2025 ToxeH 10 1 31/12/2027

Mfg. License No. / - o
INMpoussoacrBennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(001333)-(PI'-RU)
JuneH3us Ne

Analysis performed according ND No / Ananus nposeaen no HJI Ne: JITI-Ne(001333)-(PT-RU) dt. 15.11.23 /
[JITT-Ne(001333)-(PT"-RU) ot 15.11.23

Page 6 of 6/ C1p. 6 n3 6

API Manufactured by & country / .
Dr. Reddy's Laboratories Ltd., India /
Ipo ADC : ’
RODFOATISE » CTpaHa H-p Penau’c Jlaboparopuc Jita., MHaus
Survey Ne41, (Formulations Technical Operations - Unit-III),

g;?ne;::g l;iis;ifll;t:li(t):l/zét;zltlrf]osfg: / Bachupally Village, Bachupally Mandal, Medchal Malkajgiri District,

Release site / Bachupally (V), Bachupa'lly (M), Medchal-Malkajgiri (Distr.), Telangana

e T AT Ch HOMED State, India (License No 59/RR/AP/97/F/R)

RIEH3HA TIOMANKH Yuacrok Ne 41, (ITponsBoacteenHoe noapasaencuue-Il), bagynamim

e ’ Bunnamx, bauynamin Manpan, Menuan Mankagxrupu JUCTPHKT,

11503 R ONETEG ORI Bauynamnu (B), bauynanmu (M), Menuan-Mankazxrupu (), mrar
Tenaurana, Uugans (JIuuenzus Ne S9/RR/AP/97/F/R)

KavecTBa/Bbimyck I'JID /

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.

3aK/roYeHHe 0 COOTBeTCTBHN: «HacTosAuM 5 IOATBEPI K AAI0, YTO MPHBEACHHAS BhILIE HHPOPMALKS SBISETCA TOCTOBEPHOM
1 TOYHOM. DTa cCepist MPOAYKUHH MPOU3Be/ieHa (BKIIFOYas YakoBKy (MapKUPOBKY) U KOHTPOJIb KauecTBa) Ha BBIUICYKa3aHHOH
MPOM3BONCTBEHHOM Iomanke (Wiowagkax) B TOJHOM COOTBETCTBUM ¢ TpeGosanusmu [lpaBun HamnexarneH
Ipon3BoJCTBeHHOM npakthku (NeGMP-01887/21/IN or 28 ampens 2021) u TpeOOBaHMAMM KOHTPOJS KadyecTsa
JIeKapCTBEHHBIX CPEACTB, a Talke B COOTBETCTBHM CO CHELMUKAUMAMH, COLCPKAWMMUCSH B PETHCTPALHOHHOM J0CHE
CTpaHbI-MMNOPTEPa. 3aMACH MO MPOH3BOACTBY, YNAKOBKE M AHAIN3y TPOBEPEHBI, M YCTAHOBJIEHO HX COOTBETCTBHE
TpeGoBanusam [IpaBu Hafiexallel TPOU3BOACTBEHHON NPAKTHKH.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [IponykT cooTBeTCTBYET TpeboBanusam HJI < ‘)3alcmoqeﬂne: OOOBPEHO

Prepared by / Checked by Q/C;/' ’;'Appro\-'ed by: Manager/Executive /
IToaroToBieHO: é/ ITposepen Z:"o/ Onobpeno: Menemxep / PykoBoauTenb
3~
Ve Date / « 202 ¢ | Date/ WS AN
I -e3-3b Hara; Ires Hara:

Date /
Hara:




