CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Mponykr: Annepsaii Dkenpecc, TabneTkH, AMCTIEPrUpyeMble B MOJIOCTH PTa, 5 M

Market / Poinok : Russia / Poccus

Batch No. / . 2412704 Batch Quantity / . 500,000 tab /
Cepus Ne ) Pa3mep cepun © 500,000 Tab
Analytical Report No. / . Date of Analysis / .
AHaJIITHYECKHIT 0T4eT No ks Jara ananuza 2 2771172024
D :
ate of Manufacture / . 01/10/2024 Date of Expiry / . 30/09/2027
JaTa npoussoacTea Togen no
Mfg. License No. /
TpoH3BoACTBeHHAS : KD-471 g‘;‘ number: /HOMEP . ;111 No(005613)-(PI-RU)
JIHLeH3Hs Ne

Analysis performed according ND / AHajin3 npoBeieH no JITT-Ne(005613)-(PI'-RU)-290524

Page 1 of 7/ Crp. 1 m37

Ne

Test / ITokaszatean

Result / PesyabTaThl

Specification / Hopma

1

Description / Onucanue

Round, white, flat, bevelled edged
tablets. / Kpyrisle  niockue
TabNETKH CO CKOLIEHHBIMH KpasMH
Oesnoro ugera.

Round, white to off-white, flat, bevelled
edged tablets. / Kpyrisle mockue
TabNETKH CO CKOLUEHHBIMH KPasMH, OT
6enoro 10 noutH Genoro 1BeTa.

Identification /
Naenrndpuxanus

HPLC / BIXX

The retention time of major peak in
the chromatogram of the test
solution correspond to that in the
chromatogram of the levocetirizine
dihydrochloride reference standard
solution as obtained in assay / Bpems
YACPIKMBAHHS OCHOBHOIO IMHKa Ha
XpoMaTorpamMmme HCIbITYEeMOTrO

pacTBopa COOTBETCTBYET BpEMEHH
YIAEPIKUBAHHA OCHOBHOIO MHKa Ha
XpomarorpamMmme pacTBOpa
CTaHJapTHOro obpasua
JIEBOLIETUPH3MHA JMIHAPOXJIOpUA
(paznen «Konuuecreennoe
onpeneneHue»).

The retention time of major peak in the
chromatogram of the test solution should
correspond to that in the chromatogram of
the levocetirizine dihydrochloride reference
standard solution ("Assay" section).

/ Bpems yaepsKuBaHHs OCHOBHOTO MHKa Ha
XpPOMAaTOrpaMMe HCMBITYEMOro pacTBopa
JIOJDKHO ~ COOTBETCTBOBaTh  BPEMEHM
YAEPKUBAHHA  OCHOBHOTO  MHKAa  Ha
XpoMaTorpaMMe pacTBopa CTaHAapPTHOro
obpasua JIEBOLIETHPH3HHA
JUTHAPOXIIOpHa (pazpen
«KonuuecreeHHoe onpeeneHues).

Remarks : The Product confirms to ND/
IIpumeuanne: IIpoaykr cooTBeTcTByeT TpeGoBanuam HJJ

Conclusion : APPROVED /
3akawuenue: OJJOBPEHO

Prepared by / N Checked by / Approved by: Manager/Executive / / r/k}lﬂ
HOHFOTOBIIGHO:@\@-\}/ [TpoeepeHno: g(,( OnobpeHo: Menemxkep / PykoBoaurenn K/I
Date / — | Date / of 'S Date/ _—

2 OH |20
Jara: O%\OL‘\ ke Jara: \ HI JHara: o8 (0\4 ’1/015

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC094546
Plot No. A1 to A5, MIDC, Chemical Zone, Ambernath (West) 421501, Maharashtra, INDIA

Tel. : 0251 - 6613100 o 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

CEPTHUOUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
IpoaykT: Aepsaii Dkcnpecc, TabneTkH, AUCTIePrUpYEMbIe B MOJOCTH PTa, S Mr

Market / Puinok : Russia / Poccus

Batch No. / . 2412704 Batch Quantity / . 500,000 tab /

Cepus Ne ) Pasmep cepuu © 500,000 Tab

Analytical Repm;t No. / . FP/24366 Date of Analysis / . 27/11/2024
AHaJIHTHYECKHIT oTueT No JaTa ananusa

Date of Manufacture / . 01/10/2024 Date of Expiry / . 30/09/2027

Jarta npoussoacrea I'ogen no

Mfg. License No. / .

IMpousBoacTBennas : KD-471 g";,‘ Rumher AHbmep JIM-Ne(005613)-(PT-RU)
auueHzns Ne

Analysis performed according ND / Auasius npoBeaes no JITT-Ne(005613)-(PI'-RU)-290524

Page2 of 7/ Crp. 2 u3 7

cnekmpogpomomempus

UV spectrophotometry / V-

Complies / CootBercTyer

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®-cniekTpbl NOrJIOLIEHUS
MCIIBITYEMOTO ~ pacTBOpa M pacTBOpa
cTaHaapTHoro obpasua JieBOLETHpPH3HHA
auruapoxnopuaa B obnact ot 190 go 400
HM [O/DKHBI UMETh MakCUMYM npu 23242
HM.

3 | Average weight /
Cpenunss macca

253.1mg/
253.1 mr

250.0 mg £ 5 % (237.5 mg to 262.5 mg) /
250,0 Mr £ 5 % (ot 237,5 Mr no 262,5 mr)

4 | Disintegration /
Pacnagaemoctsp

0l min37 sec/
01 mun 37 cex

Not more than 3 min. / He 6onee 3 mun.

5 | Fineness of dispersion /
JAucnepeHocTs

Complies / CooTBeTcTBYET

A smooth suspension is produced which
passes through a sieve screen with a mesh

aperture  of 710 um. / O6pa3syercs
OJIHOpOoaHasA CYCIEH3HH, npoxojsmas
CKBO3b CHTO C pasMepom OTBepCTHﬁ

710 MKM.

Remarks : The Product confirms to ND/ Conclusion : APPROVED / :
IIpumeuanne: Ipoaykr cooteercTByeT TpeGopanuam HJJ 3akmoyenne: OJOBPEHO |
Prepared by / ™ | Checked by / Approved by: Manager/Executive / ( %7
Honromaneno@%&:f ITposepeHo: ng Onobpeno: Menemwkep / PykoBoaurens \_L
Date / — | Date/ Date / _

o%\0h\ 202 ogloy ot
Hara: %\ \ - Jara: 0% \DH\W Jara: ‘S(Cl‘]/ r

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




CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
HMpoaykr: Annepssii Dkenpece, TabieTku, AHCTIEPrHPyEMbIE B MOIOCTH pra, 5 mMr

Market / Peinok : Russia / Poccus

Batch No. / . 2412704 Batch Quantity / . 500,000 tab /

Cepus Ne ' Pa3smep cepun * 500,000 Tab

Analytical Repm:t No. / . FP/24366 Date of Analysis / . 27/11/2004
AHaJUTHYECKHT oTyeT No JlaTa aHau3a

Date of Manufacture / . 01/10/2024 Date of Expiry / . 30/09/2027

JlaTa npousBoacTsa Tonpen no

Mfg. License No. / )

IIpousBoacTBEHHAsR : KD-471 2‘1}? nembery/ Homep : JITI-Ne(005613)-(PI'-RU)
JiHLIeH3Hs Ne

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

Page3 of 7/ Crp. 3 u3z 7

6 | Dissolution / PacrBopenne

Unit-1/ Tabn.-1 99 %
Unit-2 / Tabun.-2 98 %
Unit-3 / Tabn.-3 97 %
Unit-4 / Tabn.-4 97 %
Unit-5 / Ta6n.-5 100 %
Unit-6 / Tabn.-6 98 %

Not less than 80 % (Q) of label claim of
C21H25CIN,0O5+2HCI (levocetirizine
dihydrochloride) in 30 min. / He menee
80 % (Q) oT HOMMHATBEHOTO COAEPIKAHMSA
C21H25CIN2O5-2HCI (neroueTHpH3MHA
auruapoxnopua) yepes 30 MuH.

7 | Impurities / Ilpumecu

Method 1/ Meton 1
Impurity-1 / ITpumecs-1

0.018 %

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

Impurity-2 / [Tpumecs-2

Not Detected / He obHapyskeHa

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

Impurity-3 / [Tpumecs-3

Not Detected / ne oGHapyskeHa

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

Impurity-4 / [pumecs-4

Not Detected / ne obHapyxeHa

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

Impurity-5 / [1pumecs-5

0.033 %

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

Impurity-7 / [Ipumecs-7

Not detected / He oGHapyskeHa

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

Impurity-8 / [Tpumecs-8

Not detected / He oOHapykeHa

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

Remarks : The Product confirms to ND/
IIpumeuanne: [Tponykr coorBercTByeT TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / ) | Checked by/ Approved by: Manager/Executive / (_H)V :
[ToaroroeneHo: @S\IQAL—/‘ ITporepeHo: 8(/ OpnobpeHo: Menemkep / PykoBoaurens
— 1
Date / ~1 Date / 63 oY he Date / a :
ol | 202 oM peod)§ o oLy
Jlara: e \ \ > Jlara: ) JHara: 03 { U ‘Vt i

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 » Fax no. : 91-22-67370701 » Website : www.athenadds.com



CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Ipoaykt: Annepeaii Dxcnpece, TabNeTKH, AMCIEpPrUpyeMble B MOJOCTH pTa, 5 Mr

Market / Poinok : Russia / Poccus

JauneH3usa Ne

Batch No. / . 2412704 Batch Quantity / . 500,000 tab /

Cepusi Ne ) Pasmep cepun © 500,000 Tab

Analytical Repm;t No. / . FP/24366 Date of Analysis / . 27/11/2024
AHaJIHTHYECKHIT 0TYeT No Jara ananusa

Date of Manufacture / . 01/10/2024 Date of Expiry / . 30/09/2027

JaTa npousBojacTna T'open o

Mfg. License No. / .

IpoussoacTrenHas : KD-471 MA number: /Homep . 5y v 005613)-(PF-RU)

PY

Analysis performed according ND / Auasins nposenes no JII-Ne(005613)-(PT'-RU)-290524

Page4 of 7/Crp.4m37

Impurity-6 / Ilpumech-6

Each unknown impurity / 0.033% Not more than 0.40 % / He 6onee 0,40 %
Enunnunas

HeHMJeHTH()ULMpOBaHHAA

npumech

Method 2 / Meton 2 Not detected / He obHapyskeHa Not more than 0.40 % / He 6onee 0,40 %

Total impurities / 0.084 %

Cymma npumeceit

Not more than 1.

50 % / He 6onee 1,50 %

8 | Chiral purity. Content of 99.7 %
R-isomer / XupaibHas
yucrora. Coepikanue

R-n3omepa

Not less than 98.

0% / He menee 98,0 %

9 | Loss on drying / IloTeps B 4.06 %

Macce NpH BbICYIIHBAHHH

Not more than 6.

0 % / He 6onee 6,0 %

10 | Uniformity of dosage units / 2.1
OanopoaHocThb

AO03HPOBAHHBIX €IHHHII

than or equal
NPUEMJIEMOCTH
tonee 15,0

The acceptance value (AV) should be less

to 15.0 / [lokazarens
(AV) npomxeH OBbITH He

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoaykr coorBercTByeT TpeGoBaHuam HJT

Conclusion : APPROVED /
3akmovenne: OJIOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive / Ly
[Moarorornexo: @\& ITpoBepeHo: &, Onobpeno: Menemkep / PykoBouresb ?"'/ |
Date / L\ 2025 | Date/ 68 ov|s0) X~ Date/ il

Jlata: O%\O \ Jlata: Hjas Jlata: 7 (oo

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




CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

Hpoaykr: Annepsoii Dxcnpece, TaGieTku, IHCHEPrUpyeMbie B MOIOCTH pra, 5 Mmr

Market / Poinok : Russia / Poccus

Batch No. / . 2412704 Batch Quantity / . 500,000 tab /

Cepus Ne ' Pasmep cepun © 500,000 Tab

Analytical Reporf No. / . FP/24366 Date of Analysis / . 27/11/2024
AHaJIUTHYeCKH#i oTYeT No JlaTa aHasuza

Date of Manufacture / . 01/10/2024 Date of Expiry / . 30/09/2027

JlaTa npoussoacTea Tonen xo

Mfg. License No. / .

IpousBoacTBenHas : KD-471 ’;"Bf‘ number: /HoMep . 117 N(005613)-(PI-RU)
JiHueH3usi No

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

Page Sof 7/ Crp.5u3 7

11 | Microbial enumeration tests / MukpoGuosioruseckas 4YHcToTa
a) Total Aerobic Microbial Less than 10° CFU/g / Not more than 10° CFU/g /
Count / Obuuee uucio Menee 10° KOE/r He Gonee 10° KOE/r
a3pOoOHBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 10> CFU/g /
moulds count / OBuiee uncsio Menee 10° KOE/r He 6onee 10° KOE/r
JPOAIKEBBIX U IJIECHEBBIX
rpudoB
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrcrByerB | T OtcytetBHe B 1 1
12 | Assay / KoanuecTBenHOe 5.00 mg/5.00 mr 4.50 mg to 5.50 mg of C21H25CIN,O;5-2HCI
onpeneieHHe (100.0 %) (levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 mr 10 5,50 mr
C21Ha5CIN203-2HCI (neBolleTHPU3HUHA
aurupoxsopun) B tabnetke (ot 90,0 % no
110,0 % oT HOMHHANIBHOTO COMEPHKAHHsA). i

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

ITpumeuanue: Tpoaykr coorBercTByeT TpeGoBatusam HJJ 3axkmouenue: OJJOBPEHO

Prepared by / | Checked by / Approved by: Manager/Executive / S ’;ﬁ' -
IToarororneHo: @ W\——""| llpoerepeHo: Onobpeno: Menemkep / Pykosoauren

Date / 0% \oul202£] Date / 0% |oM|nors Date / og(ot»( ,wH»

Jlara: Jlara: Jlara: -

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTCO94546

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

CEPTUOUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Ipoaykr: Annepeaii Dkenpece, TabneTkH, AMCTIEPrUpYeMBI€ B MOJIOCTH pTa, 5 M

Market / Poinok : Russia / Poccus

JuueH3usa No

Batch No. / . 2412704 Batch Quantity / . 500,000 tab /

Cepust Ne : Pasmep cepun * 500,000 Tab

Analytical Repcn;t No. / . FP/24366 Date of Analysis / . 27/11/2024
AHa/INTHYECKHIT 0TYeT No JlaTta ananuza

Date of Manufacture / . 01/10/2024 Date of Expiry / . 30/09/2027

JaTa npoussoacrea I'ogen go

Mfg. License No. /

[ponsBoacTBeHHas . KD-471 MA number: /Homep . ;17 3 005613)-(PT-RU)

PY

Analysis performed according ND / Ananus nposejen i1o JITI-Ne(005613)-(PT-RU)-290524

Page 6 of 7/ Ctp. 6 3 7

carton pack. / Ilo 10 rabnetok B
6nucrep uz (ITA/AJI/TIBX) donbru

BKJIA/IbILLEM B Ma4Ky KapTOHHYIO.

13 | Packaging description/ 10 tablets in  (PA/AI/PVC) |10 tablets in (PA/AI/PVC) foil//aluminum
Onncanue ynakoBku 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 Ta6netok B

Oancrep w3 (ITA/An/TIBX) ¢onbru //
ATIOMHHHEBOH (DOJIbIrH, TaMHHMPOBAHHOWM

/lantoMuHKeBOM (onbru, | [IDT/6ymaroii.
namutuposanHod  [10T/6ymaroi. | Mo 1 unu 3 6Gnuctepa ¢ JIHCTKOM-
ITo 1 6naucrepy ¢ JIUCTKOM- | BKJIaJIbILIEM B MAYKy KapPTOHHYHO.

API name / Hanmenosanue APC:

Levocetirizine / Jleouernpusnta

INN / MHH:

Levocetirizine / Jleouetupusun

API manufacturer batch number /
Homep cepun npousBoautens ADC:

2LCD0591123

FP Manufacturer API Batch number /
Homep cepun cy6cTanuun
npousBoauTensn ['JID:

RM23322

API Manufactured by & country /
Ipoussoaurens A®C, crpana:

Symed Labs Ltd., India /
Caiimen Jlade JIta., Uuaus

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.LD.C, Chemical Zone, Ambernath (W) Dist-Thane 421501

Maharashtra, India (license No KD-471) /

Remarks : The Product confirms to ND/
Ilpumeuanue: INponykr coorBercrByet TpeGosanusam HJL

Conclusion : APPROVED /
3akarwuenue: OJJOBPEHO

Prepared by / ™ | Checked by / Approved by: Manager/Executive / %
[oaroToenexo: @31\9_&’:" [poeepeno: &/ OnoGpeno: Menemxep / Pykoroautesnn [ £

Date / Og\@ulwzg— Date / oM )200s Date / o.g?(ola fuﬂ/f’

Jara: Jlara: Jara:

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




CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Ipoaykr: Annepesii xcnpecc, TabiieTku, AMCTIEpPTHPYEMbIe B MOIOCTH pTa, S Mr

Market / Poinok : Russia / Poccus

Batch No. / ) Batch Quantity / . 500,000 tab /
Cepus Ne t 2412704 Pasmep cepun © 500,000 Tab
Analytical Repm;t No. / . FP24366 Date of Analysis / . 27/11/2004
AHAJTHTHYECKHH 0TYeT No JlaTa ananusa

Date of Manufacture / . 01/10/2024 Date of Expiry / . 30/09/2027

JaTa npoussoacrea INonen no

Mfg. License No. / .
ITponssoacreeHHan : KD-471 glyA numbers./ Homep

JHLEeH3us Ne
Analysis performed according ND / Auanu3 npoeejen no JITI-Ne(005613)-(PI'-RU)-290524

Page 7 of 7/ Ctp. 7T u3z 7
Atena [lpar Jleausepu Comourns ITeT JIta., Yuactku Ne A-1-A-5,

M.I.D.C, Xumuueckas 3oHa, AM6epHar (3anan), Jluct-Txane 421501
Maxapaiirpa, Huaus (JIuuensus Ne KD-471)

: JITI-Ne(005613)-(PT-RU)

Hanmenosaunue, agpec, 1uuensus ais
IlpousBoacTBenHas miomaaka /
ILtomagka KOHTpoO/IA KauecTBa /
ILnomanka Buinycka

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) i1

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 Marketin .
Authorization dossier of the importing country. Production, packaging and testing records are verified and thei

compliance with Good Manufacturing Practice of the Eurasian Economic Union is establishedy.

3akmouenue o cooTBercTBUM: «HacToAMMM S OATBEPKIAIO, UTO IPHBEACHHAS BBILIE uH(popmanus sBiseTcs
JIOCTOBEPHOH M TOYHOM. JTa cepus NPOJyKIMH IIpOU3BeaeHa (BKIIOYAs YIAKOBKY (MApKHPOBKY) H KOHTPOIDb
Ka4yeCTBa) Ha BBIICYKA3aHHOH ITPOM3BOJICTBEHHON IUIomaake (IJIOMAAKaX) B MOJTHOM COOTBETCTBHH ¢
TpedoBanusMu [IpaBuil HamNeKalei NPOU3BOACTBEHHOM NIPakTHKH EBPasHiiCKOT0 SKOHOMHYECKOro coro3a (No
GMP/EAEU/RU/00569-2022 ot 10 Aprycra 2022) u TpeGOBaHHAMH KOHTPOJS KayecTBA JICKAPCTBCHHBIX
CPE/ICTB, @ TAKXKE B COOTBETCTBHU CO ClIENM(PUKALUAMH, COIEPIKAIIMMHUCS B PErHCTPALHOHHOM JI0ChE CTPAHbI-
MMIIOpTepa. 3allkucH 10 IPOM3BOJCTBY, YIIAKOBKE M AHAIM3Y NPOBEPEHBl, U YCTAHOBICHO HX COOTBETCTBHE
TpeboBanusam ITpaBui1 Ha[uIeKalel IPOU3BOACTBEHHOM NMPAKTHKH EBPa3sHHCKOTro SKOHOMHYECKOIO COO3ay.

Conclusion : APPROVED /
3axaouenue: OJOBPEHO

Remarks : The Product confirms to ND/
ITpumeuanue: [TpoaykT cooTBeTcTBYeT TpeboBaHusaM HJT

Approved by: Manager/Executive /

Prepared by / Checked by / - \;y"'
Opnobpeno: Menemwkep / PykoBoauress (ﬂ _

‘&
TToAroToBNEHO: @:\’\’91_&_—:’ IpoBepeHo: ’g?

EZ;Z:/ ogloulersr

Date / ob|202% 7| Date/
Jara: O%’ ] Jlara:

oK pors

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



