CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
IpoaykT: Asnepeaii Dxcnpecc, TabneTkH, AMCIEPrUpyeMble B MOJIOCTH pTa, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / . 2412706 Batch Quantity / . 500,000 tab /

Cepus Ne ) Pasmep cepun 500,000 Tab

Analytical Repm:t No. / . FP/25042 Date of Analysis / . 11/02/2025
AHaJIMTHYCCKHIT oT4eT No Jlata aHanu3a

Date of Manufacture / . 01/12/2024 Date of Expiry / . 30/11/2027

JlaTta npou3BoacTBa Togen no

Mfg. License No. /

[pousBoacTBeHHAS! : KD-471 [“,’[)f‘ number: /Homep . 1 N 005613)-(PT-RU)
Jnnensus Ne

Analysis performed according ND / Avanu3s nposeaen no JII-Ne(005613)-(PI'-RU)-290524

Page 1 of 7/Ctp. 1 u37

Ne Test / IllokazaTens Result / Pesyabrarsl Specification / Hopma
1 | Description / Onucanue Round, white, flat, bevelled edged | Round, white to off-white, flat, bevelled
tablets. / Kpyraele rmnockue | edged tablets. /  Kpyrisie miockue
Tab/IeTKH CO CKOLUGHHBIMHM KpasMH | TAONMETKH CO CKOLIGHHBIMH KpasMH, OT

Oenoro 1pera. Genoro a0 nouru Gesioro ugera.
2 | Identification / The retention time of major peak in |The retention time of major peak in the
Haenrndpuxanus the chromatogram of the test |chromatogram of the test solution should
HPLC / BIKY solution correspond to that in the |correspond to that in the chromatogram of

chromatogram of the levocetirizine
dihydrochloride reference standard
solution as obtained in assay / Bpems
yIAep>KUBaHHS OCHOBHOTO MHKa Ha
Xpomarorpamme MCTBITYEMOT0
pacTtBopa COOTBETCTBYET BpeMEHH

yJAepKUBaHHA OCHOBHOIO IHKa Ha
Xpomarorpamme pacTBopa
CTaHIaPTHOr O obpasua
JIEBOLIETHPH3HHA JIHTHIPOXJIOPHA
(paznen «KonmuecTeeHHOe
onpeaeaeHuey).

the levocetirizine dihydrochloride reference
standard solution ("Assay" section).

/ BpeMms ynepsuBaHUs OCHOBHOIO MMHKa Ha
XpOMaToOrpamMMe HCMBITYEMOTO pacTBOpa
JNO/KHO ~ COOTBETCTBOBaThH  BPEMEHH
YIEPKMBAHUA  OCHOBHOIO  IMMKAa  Ha
XpomMarorpamMmme pacTBopa CTaHAapTHOrO
obpasua JICBOLIETHPH3HHA
JUTHIpoXJiopraa (paznen
«KonuuectBeHHOE OMpeaeneHHen).

Remarks : The Product confirms to ND/
Ilpumeuanue: [Iponykrt coorBercTByeT Tpeboranuam HJ|

Conclusion : APPROVED /
Zaknwuenue: OJOBPEHO

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.

CIN : U24230MH1995PTC094546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA

Tel. : 0251 - 6613100 » Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower Il, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA.
Tel. No. : 91-22-67370700  Fax no. : 91-22-67370701 » Website : www.athenadds.com

Prepared by / o Checked by / Approved by: Manager/Executive / J
[ToarorosneHo: @)\@,\L/ [TposepeHo: 'g? Onobpeno: MeHemikep / PykosoauTens
.—"—/
Date / — |Date/ sy |pt\ners Date/ n7lou |20
Hara: o1 \DL‘\ R ' 7 4) Hara: O?( l
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CERTIFICATE OF ANALYSIS
CEPTUO®HKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

Ipoxykr: Annepsaii Dxenpece, TaGIETKH, AHCIEPrUPYEMbIE B MOJOCTH PTa, 5 MI

Market / Peinok : Russia / Poccus

Batch No. / . 2412706 Batch Quantity / . 500,000 tab /

Cepus Ne ) Pasmep cepun 500,000 Tab

Analytical Repo::t No. / . FP/25042 Date of Analysis / C 11/02/2025
AHanuTnyeckuii oruer Ne JlaTa ananuza

Date of Manufacture / . 01/12/2024 Date of Expiry / . 30/11/2027

JlaTa npou3BoAcTBA I'ogen no

Mfg. License No. / .

TpousBoacTBeHHas : KD-471 l“fyA number: /Homep . 1y n005613)-(PT-RU)
JuueH3ns Ne

Analysis performed according ND / Ananus nposeaen no JII-Ne(005613)-(PI'-RU)-290524

Page2 of 7/Ctp. 2 37

UV spectrophotometry / V-
cnexmpogomomempus

Complies / CooTeeTcTBYET

The UV- absorption spectra obtained with
the test solution and the levocetirizine
dihydrochloride reference standard solution
at 190 to 400 nm should have maximum at
23242 nm. / Y®D-crieKTpbl MNOMJIOLIEHHS
MCTIBITYEMOrO ~ pacTBopa M pacTBopa
cTaHJapTHOro ofpasua JeBOLeTHpPH3HMHA
aurujpoxsopuiaa B obnactu ot 190 go 400
HM JIOJDKHbl UMETb MAKCUMYM MpH 23242
HM

3 | Average weight /
Cpennsis macca

2509 mg/
250.9 mr

250.0 mg % 5 % (237.5 mg t0 262.5 mg) /
250,0 Mr+ 5 % (ot 237,5 Mr 10 262,5 Mr)

4 | Disintegration /
Pacnagaemoctnb

02 min 03 sec/
02 muH 03 cex

Not more than 3 min. / He Gonee 3 MuH.

5 | Fineness of dispersion /

Complies / CooTBeTcTBYET

A smooth suspension is produced which

JucnepcHocTb

passes through a sieve screen with a mesh

aperture of 710 um. / O6pa3yercs
OZIHOPOAHAs  CYCMEH3Ws, NpOoXoAasllas
CKBO3b CHTO C pa3MepoM OTBEpCTHi
710 MKM.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykt coorBercTByet TpebGoanusam HJ{

Conclusion : APPROVED /
3axmwouenune: OJJOBPEHO

Prepared by / O Checked by / Approved by: Manager/Executive /
[ToaroroeneHo:( \ QtU\t— | Iposepeto: g‘ Onobpeno: Menemwkep / PykoBoauresb
o
Date / ~ | Date / Yol ]g,c;l’r Date /
4] B @] o) %8
Jara: o1 1 412025 Jlara: Mara: O?l * '1/0

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel.: 0251 - 6613100 » Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower Il, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA
Tel. No. : 91-22-67370700 e Fax no. : 91-22-67370701 « Website : www.athenadds.com




CERTIFICATE OF ANALYSIS
CEPTUD®HKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Hpoaykr: Asneppsii Dkenpece, TabNeTKH, MCTIEPrupyeMbie B 10JI0CTH pTa, 5 Mr

Market / Peinok : Russia / Poccus

Batch No. / . 2412706 Batch Quantity / . 500,000 tab /
Cepusi Ne C o Pasmep cepun © 500,000 Tad
Analyti . i
nalytical Repm:‘t No. / . FP/25042 Date of Analysis / . 11/02/2025
AHAINTHYECKHIi 0TyeT No Jara ananuza
Date of Manufacture / . 01/12/2024 Date of Expiry / . 30/11/2027
Jara npousBoacraa T'oaeH o
Mfg. License No. /
IMpousBoacTBeHHAR : KD-471 gl;} Himbiek] ¢ Hosrep : JITI-Ne(005613)-(PT-RU)
JiHueH3us Ne

Analysis performed according ND / Ananuns npoeeaen no JIII-Ne(005613)-(PI'-RU)-290524

Page3 of 7/Crp. 3 u3 7

6 | Dissolution / PacTBopenue

Unit-1 / Tabn.-1 99 %
Unit-2 / Tabn.-2 100 %
Unit-3 / Tabn.-3 95 %
Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 95 %
Unit-6 / Tabn.-6 98 %

Not less than 80 % (Q) of label claim of
C21H25CIN203-2HCI
dihydrochloride) in 30 min. / He meHee
80 % (Q) oT HOMMHANBLHOrO colepsKaHUs
Ca1HsCIN2O3-2HCI
auruapoxsopun) depes 30 MuH.

(levocetirizine

(J1eBolIeTHPH3HMHA

7 | Impurities / Ilpumecn

Method 1/ Merona 1 0.024 %
Impurity-1 / ITpumecs-1 Not more than 0.40 % / He 6onee 0,40 %
Impurity-2 / Tlpumecs-2 0.033 % Not more than 0.40 % / He 6onee 0,40 %

Impurity-3 / Ilpumecs-3

Not Detected / He oGHapyxeHa

Not more than 0.40 % / He 6onee 0,40 %

Impurity-4 / [lpumecs-4

Not Detected / He oOHapyskeHa

Not more than 0.40 % / He 6onee 0,40 %

Impurity-5 / ITpumecs-5

0.040 %

Not more than 0.40 % / He 6onee 0,40 %

Impurity-7 / Ilpumecn-7

Not detected / He oOHapy:eHa

Not more than 0.40 % / He 6onee 0,40 %

Impurity-

8 / Ilpumecs-8

Not detected / He oBHapyxeHa

Not more than 0.40 % / He 6onee 0,40 %

Remarks : The Product confirms to ND/
Ipumeuanne: [Tpoaykr coorBercTByeT TpeGoBanusam HJT

Conclusion : APPROVED /
3akawuenne: OJJOBPEHO

Prepared by / A Checked by / Approved by: Manager/Executive /
Honromsnerno:@mw [IpoBepeHo: -@/ Onobpeno: Menemxkep / PykoBoauTensb
o=
Date / — | Date / \ 5 Date / _
oTlou\2o OYoH) o
JlaTa: "r[ Lt\ e Hara: 1 Jlara: O}[bb‘]w s

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel. : 0251 - 6613100 = Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower Il, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA
Tel. No. : 91-22-67370700 e Fax no. : 91-22-67370701 « Website : www.athenadds.com



CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
IpoaykT: Annepraii Dxenpecc, TabneTku, AMCIIEPrUpPYEMbIE B NOJIOCTH PTa, 5 Mr

Market / Peinok : Russia / Poccus

Batch No. / . 2412706 Batch Quantity / . 500,000 tab /

Cepus Ne ' Paszmep cepun © 500,000 Tad

Analytical Repo::t No. / . FP/25042 Date of Analysis / . 11/02/2025
AHAJIMTHYECKHIi 0THeT No Jara ananusa

Date of Manufacture / . 01/12/2024 Date of Expiry / . 30/11/2027

JlaTa npou3BojacTBa I'oneH no

Mfg. License No. / .

L — : KD-471 ’r‘f';,‘ number: /Homep . 11y v 005613)-(PT-RU)
JHueH3us Ne

Analysis performed according ND / Ananus nposeaen no JII-Ne(005613)-(PT-RU)-290524

Page 4 of 7/Crp. 4 u3 7

Each unknown impurity /

Below LOQ (LOQ = 0.012 %) /

Not more than 0.40 % / He 6onee 0,40 %

Impurity-6 / [Tpumecs-6

Eaunnunasn Huske npenena KonMYeCTBEHHOTO

HeuieHTH(HIIpoBaHHAs onpenenenus ([TKO = 0.012%)

NPUMEChH

Method 2 / MeTon 2 Not detected / He oGHapyskeHa Not more than 0.40 % / He Gosnee 0,40 %

Total impurities /
CyMma npumeceit

0.097 %

Not more than 1.50 % / He 6onee 1,50 %

8 | Chiral purity. Content of
R-isomer / XupanbHuasn
yuerora. Cojepranne
R-n3omepa

99.8 %

Not less than 98.0 % / He menee 98,0 %

9 | Loss on drying / IToTeps B

Macce NpH BBICYIIHBAHHH

3.04 %

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

10 | Uniformity of dosage units /
OanopoaHocTh

JA03HPOBAHHBIX eTHHHIL

3.1

The acceptance value (AV) should be less
than or equal to 15.0 / [Ilokazarens
npuemnemoctd (AV) nomkeH ObITh He
oonee 15,0

Remarks : The Product confirms to ND/
IIpumeuanue: [IponykT coorBeTcTRyeT Tpeboranusm HJ|

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by / . Checked by / Approved by: Manager/Executive /
[loarorosneHo: @@L—/ [TpoeepeHo: ~ Opnobpeno: Meunemxep / PykoBoauresns
/
Date / — | Date / 'S Date / , I
b 0% loty)2025 ou|lors” IE
MHara: _ OT[ 4l2028 Hara: L” Hara: OCH L{\W |

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel. : 0251 - 6613100 » Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower Il, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA
Tel. No. : 91-22-67370700 o Fax no. : 91-22-67370701 « Website : www.athenadds.com
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

Ipoaykt: Annepraii Dxenipece, TabneTKH, AUCIIEPrUpyeMbIe B OJIOCTH PTa, 5 MI

Market / Poinok : Russia / Poccus

Batch No. / . 2412706 Batch Quantity / . 500,000 tab /

Cepus Ne ) Pasmep cepuu 500,000 Tad

Analytical Repm;t No. / . FP/25042 Date of Analysis / . 11/02/2025
AHAJTUTHYECKHH 0TYeT No JlaTa aHa/H3a

Qe i snlgurR] . 01/12/2024 Date oL Expiry/ : 30/11/2027

JlaTta npousBojacTea T'oaen oo

Mfg. License No. /

TpousBoacTBeHHast : KD-471 w‘ number: / Homep . .1y 3 (005613)-(PT-RU)
JuueH3ust No

Analysis performed according ND / Ananus nposenes no JII-Ne(005613)-(PI'-RU)-290524 i

11 | Microbial enumeration tests / MukpoGuoiorayeckasi 4McToTa

Page S of 7/Crp. Su3 7

a) Total Aerobic Microbial
Count / Obuiee uncno
a3poOHBIX MHKPOOPTaHH3MOB

Less than 10* CFU/g /
Menee 10° KOE/r

Not more than 10° CFU/g /
He 6onee 10° KOE/r

b) Total Combined Yeast and
moulds count / Obuiee umco
NPONOKEBBIX H MIECHEBBIX
rpudos

Less than 10> CFU/g /
Menee 10 KOE/r

Not more than 10? CFU/g /
He Gonee 10° KOE/r

c¢) Escherichia Coli

Absent in 1 gram /
OrcyrtcTeyerB I T

Shell be absent in 1 gram /
OtcyTcTBHe B 1 T

12 | Assay / KosiHyecTBeHHOE
onpejesieHHe

5.04 mg/ 5.04 mr
(100.8 %)

4.50 mg to 5.50 mg of C21HasCIN,Os-2HCI
(levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 mr Jo 5,50 mr
C21H25sCIN,O;3-2HCI (JleBoLleTHPH3HHA
nuruapoxiopun) B radbserke (ot 90,0 % no
110,0 % OT HOMHHAJILHOTO COZIEPXKAHHS ).

Remarks : The Product confirms to ND/

I pumeuanne: [lpoaykr coorBercTByeT Tpeboanusam HII

Conclusion : APPROVED /
3akmouenne; OJJOBPEHO

Prepared by / ) | Checked by / Approved by: Manager/Executive /

Ioarorosnexo: @\W ITpoBepeHo: % Onobpeno: Menemkep / PykoBoaurens :
Date / oLul20 %/ Date / 0 Date / r

Jara: Ojl L‘\ Jara: O}] H |2M Jlara: O}{OM ]W

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC0O94546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel. : 0251 - 6613100 » Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower ll, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA.
Tel. No. : 91-22-67370700 e Fax no. : 91-22-67370701 « Website : www.athenadds.com




CERTIFICATE OF ANALYSIS

CEPTHOUHUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Ipoayxt: Annepeoii Dxcnpecc, TabIeTKH, AMCIEPrHPYEMbIE B MOJOCTH PTa, S MI

Market / Poinok : Russia / Poccus

Batch No. / . 2412706 Batch Quantity / 500,000 tab /
Cepus Ne ' Pasmep cepun " 500,000 Ta6
Analytical R t No. i
nalytica epor; 0./ . FP/25042 Date of Analysis / . 11/02/2025
AHalHTHYeCKMIT oTHeT No JaTa ananuza
Date of Manufacture / . 01/12/2024 Date of Expiry / . 30/11/2027
JaTa npou3BoacTBa INonen no
Mfg. License No. / MA —
[MpousBoacTBeHHas : KD-471 Py MR | LlomMEp + JITI-Ne(005613)-(PI'-RU)
JIHLIeH3HsT Ne

Analysis performed according ND / Auanns nposenen no JII-Ne(005613)-(PI-RU)-290524

Page 6 of 7/ Ctp. 6 u3 7

13 | Packaging description/

Onucanne ynakoBKH

10 tablets in  (PA/AI/PVC)
foil/aluminum foil blister laminated
with PET/paper. 1 blisters with
patient information leaflet in a
carton pack. / Tlo 10 Tabnetok B
onuctep u3 (ITA/AJI/TIBX) donbru

10 tablets in (PA/AI/PVC) foil//aluminum
foil blister laminated with PET/paper.

1 or 3 blisters with patient information
leaflet in a carton pack. / [To 10 Tabyerok B
Onucrep w3 ([MA/AR/TIBX) ¢oabru //

BKJIAAbILIEM B INaYKy KapTOHHYIO.

aIIOMHHHEBOH (DOJILIH, JIAMUHUPOBAHHOM

//antomMuHHeBOM (onbru, | TIDT/Gymaroii.
namunuposanoi  [I9T/6ymarod. | Tlo 1 wnm 3 6Gnucrepa ¢ JIMCTKOM-
ITo 1 6aucrepy c JTMCTKOM- | BKJIAJbILIEM B MAYKY KAPTOHHYIO.

API name / HanmenoBanue ADPC:

Levocetirizine / JleBouetupusuna

INN / MHH:

Levocetirizine / JIeBolieTHpH3HH

npouspoautensn [JID;

API manufacturer batch number / 21L.CD0330524
Homep cepuu nponsoautens APC:

FP Manufacturer API Batch number /

Homep cepun cydcTaHIHE RM24122

API Manufactured by & country /
ITponssoanrtens A®C, cTpana:

Symed Labs Ltd., India /
Caiimen Jlabce JIta., Muaua

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

Athena Drug Delivery Solutions Pvt Ltd, India, Plot No. A-1 to A-5,
M.L.D.C, Chemical Zone, Ambernath (W) Dist-Thane 421501

Maharashtra, India (license No KD-471) /

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykrt coorBercTByeT Tpeboranuam H/J{

Conclusion : APPROVED /
3aknwouenne: OJOBPEHO

Prepared by / A Checked by / Approved by: Manager/Executive /
[loaroTorneHo: a\t— [ TTposepeno: Onobpeno: Menemxep / PykoBoaurens
il
Date / —| Date / Date /
o420y
Jlara: ot IOLI\’ZO’LS Mara: oxlok) Hara: ot ‘Db\flw

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel. : 0251 - 6613100 = Fax : 0251 - 6613101

H. O.:602, 6th Floor, STAR HUB, Tower Il, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA
Tel. No. : 91-22-67370700  Fax no. : 91-22-67370701 « Website : www.athenadds.com




CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

IpoaykT: Annepsaii Dkcnpece, TabneTkH, AMcneprupyeMble B NONOCTH PTa, 5 Mr
Market / Peinok : Russia / Poccust

Batch No. / . 2412706 Batch Quantity / . 500,000 tab /
Cepus N : Pasmep cepun © 500,000 Tab
Analytical Repo:;t No./ . FP/25042 Date of Analysis / . 11/02/2025
AHaJINTHYECKHii 0THET No JlaTta aHasinza

Date of Manufacture / . 01/12/2024 Date of Expiry / . 30/11/2027
JlaTa npousBojacTBa I"'open no

Mfg. License No. / MA ber: / H
TpousBoAcTBeHHAs : KD-471 i number: FHOMED . I1-Ne(005613)-(PT-RU)

JinueH3us Ne
Analysis performed according ND / Ananus nposeaen no JII-Ne(005613)-(PT-RU)-290524

Page 7 of 7/ Crtp. 7 u3 7

HaunmenoBanue, aapec, JHUHEH3HS A5 Atena Jlpar Jenusepu Comowns [t JIta., Yuactku No A-1-A-5,
ITpousBoacTBeHHAS MJIOAAKA / M.1.D.C, Xumuueckas 3oHa, AmOepHar (3anan), Tucr-Txane 421501
IL1omanka KOHTpoJIst KayecTsa / Maxapaiurtpa, Unaus (JIuuensus Ne KD-471)
ITiomaaka Beinycka

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch o
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) it
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00569-202.
dt. 10 August 2022) 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 of the Eurasian Economic Union is established».

3akmodenue o cooTBeTcTBHH: «HacTosIMM s MOITBEPXK a0, YTO NPUBEIEHHAs BhIle HHPOPMALUS SBIISCTCS
JOCTOBEPHOH M TOYHOH. DTa cepHs NMPOJYKIHH NMPOHU3BeIeHA (BKIIOYAS YIIAKOBKY (MapKHPOBKY) M KOHTPOJb
KayecTBa) Ha BBILEYKa3aHHOH MPOM3BOJICTBEHHON IUIONM@AKe (IUIOIIAJKaX) B TOJHOM COOTBETCTBHH C
TpeboBanuamu [IpaBun Hajulexkalel NpOU3BOACTBEHHOM MpakTHKKH EBpa3sHiickoro s5KoHOMHYECKOro corosa (Ne
GMP/EAEU/RU/00569-2022 or 10 Agrycra 2022) u TpeGOBaHHSIMH KOHTPOJs KAuecTBa JIEKAPCTBEHHBIX
CPEJICTB, a TAK)K€ B COOTBETCTBUH CO CHEUM(UKAIMIMH, COJCPKAIMMHICS B PETUCTPAIIMOHHOM JIOChE CTPaHbI-
MMIIOpTepa. 3alMCH IO IPOM3BOJCTBY, YNAKOBKE H aHAJIW3y NPOBEPEHBI, H YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanusM IlpaBun Hayiexkaleil Mporu3BOICTBEHHOMN NPakTHKH EBpa3uiickoro 5KOHOMHUYECKOTO COH3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Iponykr cooTBeTcTBYeT TpeboBanusM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive / I
[Moarotoenexo: @{m& [IposepeHo: q’(f Onobpeno: Menemxep / Pykosoauren

——
Date / Date / 4 Date /

oWH |29 ;

Jara: o1 luL\lW Jlara: & | \ Jara: 0}(0“ IW?”,

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

Plot No. A1 to' A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA
Tel. : 0251 - 6613100 * Fax : 0251 - 6613101

H. O.: 602, 6th Floor, STAR HUB, Tower II, Sahar, International Airport Road, Andheri (E), Mumbai - 400099, INDIA
Tel. No. : 91-22-67370700 » Fax no. : 91-22-67370701 « Website : www.athenadds.com



