CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Ipoaykr: Anneppaii Dkenpece, TabieTKH, AUCIEPrHPYEMBbIE B MI0JI0CTH PTa, 5 Mr

Market / Peinok : Russia / Poccus

Batch No. / . 2412705 Batch Quantity / . 300,000 tab /

Cepusi Ne ) Paszmep cepun " 500,000 Tab

Analytical Repm;t No. / . FP/25038 Date of Analysis / s 11/02/2025
AHaJIMTHYECKHIT oTHeT Ne JlaTta aHaJin3a

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

JlaTa npousBoacrea I'onen no

Mfg. License No. /

MpoussoacTaenmas : KD-471 g‘y‘“ number: /Homep . 11y 30 (005613)-(PT-RU)
Juuen3us No

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

Page 1 of 7/ Ctp. 1 w3 7

chromatogram of the levocetirizine
dihydrochloride reference standard
solution as obtained in assay / Bpems
YIAEP)KUBaHHWSA OCHOBHOTO MHKa Ha
XpomarorpaMmme UCTILITYEMOTO
pacTBOpa COOTBETCTBYET BPEMEHH

YAEPKHBAaHUA OCHOBHOIO MHKa Ha
XpoMaTtorpamMmme pacTBopa
CTaHAAPTHOrO obpasua
JIEBOLETHPU3MHA UTHAPOXJIOpUIA
(paznen «KonuuecreenHoe
OMNpeaeeHHER).

Ne Test / Ilokazarens Result / PesyabTaThi Specification / Hopma
1 | Description / Onucanne Round, white, flat, bevelled edged | Round, white to off-white, flat, bevelled
tablets. /  Kpyrnsie nnockue | edged tablets. /  Kpyrasle niockue
TabJEeTKH CO CKOLIEHHBIMH KpasMH | TabNEeTKH €O CKOLIEHHBIMH KpasMH, OT

Genoro ugera. Gesoro a0 nouTtH Gesoro 1BeTa.
2 | Identification / The retention time of major peak in |The retention time of major peak in the
HnenTuduranun the chromatogram of the test |chromatogram of the test solution should
HPLC / BRKX solution correspond to that in the |correspond to that in the chromatogram of

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

/ Bpems yiepskMBaHHsl OCHOBHOTO MHKa Ha
XpoMaTorpaMme HCIbITYEeMOro pacTBOpa
JOMKHO ~ COOTBETCTBOBaTH  BPEMEHH
YIEp)KHBaHMA ~ OCHOBHOTMO  MHKa  Ha
XpoMaTorpaMme pacTBOpa CTaHIapTHOrO
obpasia NEBOLIETHPU3NHA
JIUTHPOXJIOpUIA (paznmen
«KonuvectBeHHOe onpeneneHne).

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
3aknwuenne: OJOBPEHO

Prepared by / Checked by / , Approved by: Manager/Executive / '
[loarororneHo: @5\‘9/)‘/!} ITporepeHo: ‘%"? Opnobpeno: Menemwxep / Pykosoauresis

Date / — | Date / ‘ 207y Date / Lr

Jara: o7 \OL‘\ 2025 Mara: OA |0 H’ Jara: D? (Dbl 11/0

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, Internatio

nal Airport Road, Andheri (E), Mumbai - 400099, INDIA.

Tel. No. : 91-22-67370700 « Fax no. : 91-22-67370701 « Website : www.athenadds.com




CERTIFICATE OF ANALYSIS

CEPTUDOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

ITpoaykt: Annepssid Skcnpecc, TabneTku, AMCHeprupyeMsle B MOJ0CTH pTa, 5 Mr

Market / Peinok : Russia / Poccus

Batch No. / . 2412705 Batch Quantity / . 500,000 tab /

Cepust Ne ' Pasmep cepun " 500,000 Tab

Analytical Repm;t No./ - FP/25038 Date of Analysis / . 11/02/2025
AHAJIHTHYECKHIT 0THeT No Jlara ananuza

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

JlaTa npousBoacTea I'onen o

Mfg. License No. /

[MpousBoacTBeHHas : KD-471 ?:l)'} Aumbexi Homep ¢ JI-Ne(005613)-(PI'-RU)
JiHueH3Hs Ne

Analysis performed according ND / Auaau3 nposenen no JIM-Ne(005613)-(PI'-RU)-290524

Page2 of 7/ Crp. 2 u3 7

UV spectrophotometry / YV @-
cnexmpogomomempus

Complies / CooTeTtcTByeT

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®-crnieKTpbl [OMNIOLIEHHS
MCIBITYEMOr0  pacTBopa W pacTBopa
craHaapTHoro ofpasua JeBoleTHpH3HHA
auruapoxsopuaa B obnactu ot 190 mo 400
HM JIOJKHbl MUMETh MaKCHMMYM Mpu 232+2
HM.

3 | Average weight / 250.8 mg / 250.0 mg = 5 % (237.5 mg to 262.5 mg) /
Cpennss macca 250.8 Mr 250,0 mr+ 5 % (ot 237,5 Mr 10 262,5 mr)
4 | Disintegration / 02 min 01 sec/ Not more than 3 min. / He 6onee 3 muH.

PacnagaeMocTh

02 mun 01 cek

5 | Fineness of dispersion /
HJucnepcHocTn

Complies / CooTBeTcTBYET

— ——1
A smooth suspension is produced which

passes through a sieve screen with a mesh

aperture  of 710 um. / OGpa3zyercs
ONHOPOJHAsA  CYCMEH3Ws, MPOXOAfllas
CKBO3b CHTO C pa3MepoM OTBEpPCTHH
710 mMkMm.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr cootBercTByeT TpeboanuaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / & Checked by / Approved by: Manager/Executive /
Honro*roaneﬁo@.\@% ITpoBepeHo: Onobpeno: Menemwkep / Pykosoauresib
Date / OT‘OH\'ZULB'— Date / OXox)eors Date / gl lowlmf

MHara: Jara: Jara:

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 II, 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 AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, S mg
Ipoayxr: Annepsoii Dkcnpece, TableTKH, AMCNIEPTUPYEMBIE B MOJIOCTH PTa, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / . 2412705 Batch Quantity / . 500,000 tab /

Cepus Ne ) Pasmep cepun © 500,000 Tab

Analytical Report No. / . Date of Analysis / .

AHaJHTHYECKHI oTyeT Ne : FP/25038 JlaTa aHanu3a + 11/02/2025

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

Jlata npou3BoacTBa [ogeH o

Mfg. License No. /

Mpou3BoacTBeHHAsT : KD-471 MA number: [HoMep . 5y 1005613)-(PT-RU)

JuneHsus Ne

PY

Analysis performed according ND / Anasin3 nposeaen no JII-Ne(005613)-(PI'-RU)-290524

Page3 of 7/Crp.3 u3 7

6 | Dissolution / PactBopenue

Unit-1/ Ta6n.-1

Unit-2 / Ta6a.-2

Unit-3 / Tabn.-3

Unit-4 / Ta6n.-4

Unit-5/ Tabn.-5

Unit-6 / Tabn.-6

97 % Not less than 80 % (Q) of label claim of

99 % C21H5CIN203-2HCI (levocetirizine
dihydrochloride) in 30 min. / He menee |

99 % 80 % (Q) oT HOMMHAJILHOTO COMEPKAHUS

95 % C21Ha5CIN2O5-2HCI (eBOLETHPH3HHA
auruapoxiopun) depes 30 MUH.

96 %

96 %

7 | Impurities / Ilpumecn

Method 1/ Merop 1 0.026 %
Impurity-1 / [Tpumecs-1 Not more than 0.40 % / He Gonee 0,40 %
Impurity-2 / TTpumecs-2 0.033 % Not more than 0.40 % / He Gonee 0,40 %

Impurity-3 / ITpumecs-3

Not Detected / He 0OHapysxeHa

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

Impurity-4 / [pumecn-4

Not Detected / He oOHapyxeHa

Not more than 0.40 % / He Gonee 0,40 %

Impurity-5 / [Tpumecs-5

0.039 %

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

Impurity-7 / Tlpumecs-7

Not detected / He oOHapyxkeHa

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

Impurity-8 / [Tpumecn-8

Not detected / ne oGHapysena

Not more than 0.40 % / He Gonee 0,40 % |

Remarks : The Product confirms to ND/
IIpumeuanne: [TpoaykT coorBercTBYeT TpeGoBanuam HJJ

Conclusion : APPROVED / :.
3akmouenne: OJJIOBPEHO ’

Prepared by / — | Checked by / %f Approved by: Manager/Executive /
[Toarorornexo: @\@L/ [IporepeHo: Opnobpeno: Menemxkep / Pykosoguresib
/
Date / — | Date / Date /
novs S d
JHara: o1 lOU.\’LO - Jara: g>lon) Jara: O?IOL' \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 I, 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
CEPTHDOHUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

Ipoaykr: Amnepesii Dkenpecc, TabaeTKH, AMCIIEprUpyeMBbIE B MOAOCTH PTa, 5 Mr

Market / Poinok : Russia / Poccus

JHUeH3Hus Ne

Batch No. / . 2412705 Batch Quantity / . 500,000 tab /

Cepusi Ne ) Pasmep cepHu 500,000 Tab

Analytical Repm;t No./ . FP/25038 Date of Analysis / . 11/02/2025
AHanuTHYyeckuii otyer Ne JaTta anajnusa

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

Jata npou3Boacrea lopen o

Mfg. License No. /

MpousBoncTBenHas : KD-471 MA number: /Homep . 1y v 005613)-(PT-RU)

PY

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

Page4 of 7/Crp.4u3 7

Each unknown impurity /

Below LOQ (LOQ =0.012 %) /

Not more than 0.40 % / He Gonee 0,40 %

Impurity-6 / Ipumecs-6

Eaununynas Hwxe npeaena KomMuecTBEHHOIO

HeUJeHTH(UITMpOBaHHAs onpenenenus (ITKO = 0.012%)

npuMech

Method 2 / MeTon 2 Not detected / He oOHapykeHa Not more than 0.40 % / He 6onee 0,40 %

Total impurities / 0.098 %

CyMma npuMeceii

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

8 | Chiral purity. Content of
R-isomer / Xupanbnasn
yucToTa. Conepikanue
R-nzomepa

99.8 %

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

9 | Loss on drying / IToteps B 2.98 %

Macce NMpH BBICYIIHBAHHH

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

10 | Uniformity of dosage units / 0.8
OnnopoanocTs

JAO3HPOBAHHBLIX €IHHHIL

The acceptance value (AV) should be less
than or equal to 15.0 / Tlokasatens
npuemiemoctd (AV) nomxeH ObITh He

Gonee 15,0
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooTBercTBYeT TpeboBaHuam HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexo: @ﬁ [IpoeepeHo: Opnobpeno: Menemxep / PykoBoaurens :‘
Date / ~t Date / , Date / g
& oy |22
Jlara: o1 \OL‘ le Jara: @r\GH )M’M/ Jlara: C)?” q'

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC094546

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

CEPTHO®UKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

Hpoaykr: Annepsait Dkcnipece, TaGNeTKH, AMCIEpPrupyeMble B MONOCTH PTa, 5 Mr

Market / Puinok ;: Russia / Poccus

Batch No. / . 2412705 Batch Quantity / . 500,000 tab /

Cepusi Ne ' Pasmep cepun © 500,000 Tab

Analytical Repm;t No. / . FP/25038 Date of Analysis / . 11/02/2025
AHaJIHTHYECKHIT 0T4eT Ne JlaTa aHanuza

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

JlaTta npou3BoACTBA INonen oo

Mfg. License No. / .

TpousBoacTBenHas : KD-471 g’,‘ number: /HomMep . ;113 %(005613)-(PT-RU)
JuueH3us No

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

PageSof 7/Crp.5u3 7

11 | Microbial enumeration tests / MukpoGuonorayeckas Y4HCTOTa
a) Total Aerobic Microbial Less than 10° CFU/g / Not more than 10° CFU/g /
Count / O61iee yncno Menee 10° KOE/r He 6onee 10° KOE/r
a’poOHBIX MUKPOOPraHHU3MOB
b) Total Combined Yeast and Less than 10> CFU/g / Not more than 10> CFU/g /
moulds count / OBiuee uucno Menee 10° KOE/r He Gonee 10° KOE/r
JPOJOKEBBIX M MIIECHEBBIX
rpubor
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyTrcTRyerB 1 1 OtcytcTBHEe B 1 T
12 | Assay / Kontnuecrsennoe 5.04 mg/5.04 mr 4.50 mg to 5.50 mg of C21Ha5sCIN,O5-2HCI |
onpejesieHue (100.8 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 mr J10 5,50 mr
C21Ha5CIN,O3-2HCI (neBolleTHPH3MHA
auruapoxnopua) B tabnerke (ot 90,0 % no0
110,0 % oT HOMHHANBLHOTO COJEpPIKaAHUs).

Remarks : The Product confirms to ND/
IIpumeuanne: Ilpoaykr coorBercTByeT Tpeboanusam HJI

Conclusion : APPROVED / ”

Prepared by / -
[Moarotornexo: B
(R0=

Checked by /
[TposepeHno:

=¢

Approved by: Manager/Executive /
Onobpeno: Meunemxkep / PykoBoauress

3akmwouenune: OJJOBPEHO |

Ezﬁl o \ou\ 2028~

Date /

orloy)eers
Jara

Date /
MHara:

oFoullors

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

CEPTHOHKAT AHAJTM3A
Product : Allerway Express, orally disintegrating tablets, 5 mg
Iponykr: Annepsaii Dkcnipecce, TaGlIeTKH, AUCTIEPrUpyeMbIE B MOJIOCTH PTa, 5 Mr
Market / Puinox : Russia / Poccus
Batch No. / . 2412705 Batch Quantity / . 500,000 tab /
Cepusi No ) Pasmep cepun 500,000 Tad
Analytical Repm;t No. / . FP/25038 Date of Analysis / c 11/02/2025
AHAJIHTHYECKHIT 0TUeT No JlaTa ananusa
Date of Manufacture / . 01/12/2024 Date of Expiry / . 30/11/2027
JlaTa npoussojucTBa lonen 1o
Mfg. License No. /
IIpousBoacTBeHHasn : KD-471 r; nsnEers Honei + JI-Ne(005613)-(PI'-RU)
nnensus Ne
Analysis performed according ND / Auaaus nposeaen no JII-Ne(005613)-(PI'-RU)-290524

Page 6 of 7/ Crp. 6 u3 7
13 | Packaging description/ 10 tablets in  (PA/AI/PVC) |10 tablets in (PA/AI/PVC) foil/aluminum!
Onncanne ynakoBKH foil/aluminum foil blister laminated |foil blister laminated with PET/paper.
with  PET/paper. 1 blisters with [ 1 or 3 blisters with patient information
patient information leaflet in a | leaflet in a carton pack./ITo 10 Tabnerok B
carton pack. / Ilo 10 tabnerok B | Gaucrep w3z ([TA/An/TIBX) donbru //
Onnctep u3 (ITA/AJUTIBX) donbru | antomunmeBoi (osibri, 1aMHHHPOBAHHOM

/[anioMuHKEBO# (onbru, | [IDT/6ymaroii.
namuHupoBantoi  [I9T/6ymaroi. [ [lo 1 wnu 3 6Gaucrepa ¢ JIMCTKOM-
Ilo 1 6aucrepy c JIMCTKOM- | BKJIa/IbILIEM B Ma4Ky KAPTOHHYIO.

BKJIa/IbILLEM B IMA4YKY KaAPTOHHYH).

API name / HanmenoBanne APC: Levocetirizine / JleBoueTHpHu3nHa

INN / MHH: Levocetirizine / JleBoueTupusux

API manufacturer batch number / 2L.CD0330524

Homep cepun npoussoautens ADC:

FP Manufacturer API Batch number /

Homep cepun cyGcranuun : RM24122

npoussoauTens I'JId;

API Manufactured by & country / Symed Labs Ltd., India /

IIpousBoaurtens A®C, crpana: Caiimen Jla6ce Jlta., Munus

Name, address, authorization No for Athena Drug Delivery Solutions Pvt Ltd, India, Plot No. A-1 to A-5,

FP manufacturing site / Control site / M.1.D.C, Chemical Zone, Ambernath (W) Dist-Thane 421501

Release site / Mabharashtra, India (license No KD-471) /

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

IIpumeuanne: [IpoaykT coorsercrByer TpebosaHuam HJJ 3akmouyenne: OJOBPEHO

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

[ToarorosneHo: @'\\9«\8’ [IpoBepeHo: &, Opnobpeno: Mexemwxkep / Pykooaureb
—

Date / Date / Date /

Jlara: o’{loq] 2025] Jara: o104 )Q,o)j’ Jlara: ot quf}ovf

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
CEPTUOHKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg i

Hpoaykr: Annepsoii Dkenpece, TaGlieTku, AUCTIeprupyeMble B MOJOCTH PTa, 5 Mr
Market / Peinok : Russia / Poccus

Batch No. / . 2412705 Batch Quantity / . 500,000 tab /

Cepusi No ‘ Pasmep cepuu 500,000 a6

Analytical Repm;t No. / . FP/25038 Date of Analysis / . 11/02/2025
AHaJnTHYecKHii oTueT No JlaTa anajinza

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

Jara npousBoacTea Tlonen oo

Mfg. License No. /

TMpoussoacTBemHas : KD-471 ;‘f; number: /HoMep . 5y v 005613)-(PT-RU)
JiHLeH3us Ne

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

Page 7of 7/ Ctp. Tu3z 7

HanmenoBanmue, azpec, JHIEH3HS 1151 Arena Jlpar denusepu Contomins TTBT JIta., Yuactku Ne A-1-A-5,
IIpouzBoacTBeHHan miomaaKa / M.L.D.C, Xumuueckas 3oHa, AmGepHart (3anan), Jucr-Txane 421501
Ilnomaaka KoHTpo/Is KavecTBa / Maxapaiitpa, Maaus (JInuensus Ne KD-471)
Ilnomaaka 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) ir.
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00569-2022
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».

3akmouenue o coorsercTBHH: «HacTosmmM s MOATBEPKIAI0, UTO TIPUBEIECHHAS BBILIE HHPOPMAIIHS SIBISIETCS
JOCTOBEPHON M TOUHOH. DTa Cepusi NPOJYKIHH NPOH3BeneHa (BKIIOYAS YMAKOBKY (MapKHPOBKY) H KOHTPOJIb
Ka4yecTBa) Ha BBILEYKa3aHHOH IIPOM3BOJCTBEHHOM IUION@AKe (IUIOIIAAKAX) B MOJHOM COOTBETCTBHH C
TpeboBanusamu [lpaBun Haanexare MpoU3BOJICTBEHHOI NpakTHKKU EBpasHiickoro S5KoHOMHYECKOro coroza (No
GMP/EAEU/RU/00569-2022 ot 10 Asrycra 2022) u TpeGoBaHHSIMM KOHTpOJIA KauecTBa JIEKApCTBEHHBIX
CPEJICTB, & TAK)Xe B COOTBETCTBHH CO CHELU(UKAIMAMH, COICPIKAIIMMHUCH B PErHCTPAIMOHHOM JIOChE CTPAHbI-
HUMIIOpTEpa. 3alMCH MO MPOH3BOACTBY, YNAKOBKE M AHAIH3Y MPOBEPEHbI, H YCTAHOBJIEHO HMX COOTBETCTBH:
TpeboBanusam IpaBun Ha[uIexkalel IPOU3BOICTBEHHOH MPAKTHKH EBPa3HiicKOro SKOHOMHYECKOTO COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / li
IIpumeuanue: [Iponykr cootBercTBYeT TpeboBanusM HJT 3axmwuenne: OJJOBPEHO '
Prepared by / Checked by / Approved by: Manager/Executive /
[loarorosneno: @\m& IIpoeepeHno: . Onobpeno: Menemxep / PykoBoaures

/—._-
Date / _1 Date/ oXoy|eors | Date/ u
JHara: o1 lb('\\m Jara: ) Jlara: O:Hb lW

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

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

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



