CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJTHU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
IpoaykTr: Aiepsai Dkenpecc, TabNeTKH, IMCIIEPrHpPYEMbIE B MOJIOCTH pTa, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / . 2412703 Batch Quantity / . 500,000 tab /
Cepus Ne ) Pasmep cepuu 500,000 Tab
Analyti : i
nalytical Repm;t No./ . FP/24364 Date of Analysis / . 27/11/2024
AHAJIHTHYECKHI 0TYeT No JlaTta aHanu3a
Date of Manufacture / . Date of Expiry / .
——. : 01/10/2024 i : 30/09/2027
Mfg. License No. / MA ber: / H
[pousBoacTBeHHAs : KD-471 e numbers FHOMED . JI1-Ne(005613)-(PI-RU)
JIHLeH3Hs Ne

Analysis performed according ND / Auanus nposenen no JIT-Ne(005613)-(PT'-RU)-290524

Page 1 0of 7/ Crp. 1137

Ne Test / Iloka3zarenn Result / PesyabTaThi Specification / Hopma
1 | Description / Onncanne Round, white, flat, bevelled edged | Round, white to off-white, flat, bevelled
tablets. / Kpyrable nnockue | edged tablets. / Kpyrnele mnnockue
TabNeTKH CO CKOLUEHHBIMH KpasMi | TabJIeTKH €O CKOLUEHHBIMH KpasMH, OT

Genoro uBera. Benoro 1o nmoutH Hea0ro 1BeTa.
2 | Identification / The retention time of major peak in |The retention time of major peak in the
Hpentuduranus the chromatogram of the test [chromatogram of the test solution should
HPLC / BIKX 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)KMBAaHUS OCHOBHOIO MHMKa Ha
XpoMaTorpamme HCIIBITYEMOI O
pacTBOpa COOTBETCTBYET BPEMEHH
YAEPKMBAHHUS OCHOBHOrO MHKa Ha
XpomaTorpamme pacTBOpa
CTaHJapTHOro obpasua
JIEBOLIETUPU3HHA JTMTHAPOXJIOpHAA
(paznen «KonuuectseHHoe
onpejeaeHuey).

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

/ Bpems yiepKkUBaH#s OCHOBHOTO MHKa Ha
XpomarorpaMMe HCMBITYEMOro pacTBopa
JOJDKHO ~ COOTBETCTBOBATb  BPEMEHH
ylep»KMBaHHS  OCHOBHONO  MNHMKa  Ha
XpoMarorpaMMe pacTBopa CTaHAapTHOrO
obpasua JIeBOLIETHPU3HHA
JUTHIpOXJIopraa (paznen
«KonuuecTBeHHOE OMpeie/ICHUeE ).

Remarks : The Product confirms to ND/

Conclusion : APPROVED /

IIpumeuanne: [IpoaykT coorBeTcTBYeT Tpeboranusam HJ|

3axawuenne: OJJOBPEHO

Prepared by / o Checked by / Approved by: Manager/Executive / A=
[MoaroroeneHo: @\W [IpoBepeHo: ggr Onobpeno: Menekep / PykoBoaurens |
Date / Date / q Date /
MM < e A
Hara: O%‘OLE\ 2025 Jlata: ol o) Jara: =g ’J% ]1’0 <l

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
CEPTHO®HUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Ipoaykr: Amnepsaii Dkcnpecc, TablieTKH, AMCIIEPrHpyeMbIE B MIOJIOCTH PTa, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / . 2412703 Batch Quantity / . 500,000 tab /

Cepus No ’ Pa3mep cepuu © 500,000 Tab

Analytical Repm;t No. / . FP/24364 Date of Analysis / . 27/11/2024
AHAJIMTHYECKHIT 0TUET No JlaTta ananusa

DAEL Masiifactuxei/ : 01/10/2024 Date of Expiry / : 30/09/2027

JaTta npon3BoacTsa I'open no

Mfg. License No. / .

IlpousBoncreeHHas 1 KD-471 gl!? hiiwhers | Homep + JITI-Ne(005613)-(PT'-RU)
JIHueH3usi No

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

Page2 of 7/ Crp. 2 u3 7

UV spectrophotometry / V-
cnexmpogomomempust

Complies / CooTBeTcTBYET

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®-cnekTpbl MNOrIOMIEHHS
HCMBITYEMOrO  pacTBopa M pacTBopa
cTangaptHoro ofpasua JeBOLEeTHPH3WHA
auruapoxnaopuaa B obnactu or 190 no 400
HM J0JDKHbI MMETb MAaKCUMyM Mnpu 232+2
HM.

3 | Average weight /
Cpeanss Mmacca

2532 mg/
2532 mMr

250.0 mg £ 5 % (237.5 mg to 262.5 mg) /
250,0 mr£ 5 % (ot 237,5 Mr 1o 262,5 Mr)

4 | Disintegration /
Pacnagaemoctsn

0l min 28 sec/
01 mun 28 cek

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

5 | Fineness of dispersion /
Hucnepcuocrn

Complies / CooTBeTcTBYET

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

aperture  of 710 um. / O6pa3syertcs
OJTHOPO/IHAs  CYCMEH3HA,  IPOXOAsLlas
CKBO3b CHTO C pa3MepoM OTBEPCTHH
710 MKM.

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykr cooreercTByeT Tpebosanusam HJT

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Prepared by / — | Checked by / %g/ Approved by: Manager/Executive / /{ %
[MoarororneHo: \Q\—"| I1poeepeHo: Opno6peHo: Menemxkep / Pykosoaurens | | _
/ \/ :
Date / ~| Date / Date / -
: oL ,
Mo oglou\zo2s”| 2o o3 lom)a Tam: O€[04]1o™)

ATHENA DRUG DELIVERY SOLUTIONS PVT. LTD.
CIN : U24230MH1995PTC0O94546

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



CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

Ipoaykr: Annepsait Dkcnpece, TaBNETKH, AMCIEPrUpyeMble B MONOCTH PTa, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. /

Batch Quantity /

500,000 tab /

Cepus N 2412703 Pa3mep cepun : 500,000 Tad

Analytical Repm;t No. / . FP/24364 Date of Analysis / . 27/11/2024
AHa/IHTHYECKHIi 0TYeT No Jarta ananuza

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

JlaTa npousBoacTBa Tloaen oo

Mfg. License No. /

MpouseoncTBennas : KD-471 MA dqumbers/HoMER ., oy NS 00SBI3)PTRLY)

auuensus Ne

PY

Analysis performed according ND / Auann3 npoeeaes no JII-Ne(005613)-(PT-RU)-290524

Page 3 of 7/Crp.3 u3 7

6 | Dissolution / PacTBopenne

Unit-1/ Tabn.-1

98 %

Unit-2 / Tabn.-2

98 %

Unit-3 / Tabn.-3

97 %

Unit-4 / Tabn.-4

99 %

Unit-5/ Tabn.-5

103 %

Unit-6 / Ta6n.-6

104 %

Not less than 80 % (Q) of label claim of
C21H25CIN203-2HCI
dihydrochloride) in 30 min. / He meHee
80 % (Q) oT HOMMHAJILHOIO COJEPIKAHUS
C21H2sCIN2O3-2HCI
JUruzpoxyopua) yepes 30 MuH.

(levocetirizine

(leBOLICTHPU3MHA

7 | Impurities / Ilpumecn

Method 1/ Meron 1
Impurity-1 / Tlpumecs-1

0.016 %

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

Impurity-2 / [Ipumechb-2

Not Detected / He oOHapy:keHa

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

Impurity-3 / [Ipumecsb-3

Not Detected / He oOHapyskeHa

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

Impurity-4 / [Tpumecs-4

Not Detected / He o6Hapy»xeHa

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

Impurity-5 / [pumecs-5

0.033 %

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

Impurity-7 / Ilpumecs-7

Not detected / He oOHapy«eHa

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

Impurity-8 / Ilpumecs-8

Not detected / He 0OHapyskeHa

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

Remarks : The Product confirms to ND/
IIpumevanue: [IpoaykTt cooTBeTcTBYET TpeboraHuaM HJJ

Conclusion : APPROVED /
3akawdenune: OJOBPEHO

Prepared by / P Checked by / % Approved by: Manager/Executive / @ﬂk‘—:

I : — |1 : Onobpeno: Menemwkep / PykoBoaurenb
OArOTOBJIEHO @'\-\D/J_/ poBepeHo | 106p p/Py

Dae/  gg\ou\eo2s | Date/  o/loy)aers” | Datel op ) o0y

Hara: Jara: 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 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 s Fax no. : 91-22-67370701 s Website : www.athenadds.com




CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
IpoaykT: Annepssii Dxcnpecce, TabneTku, AUCTIEPrUPYEMbIE B MOJOCTH pTa, S MI

Market / Peinoxk : Russia / Poccus

Batch No. / . 2412703 Batch Quantity / . 500,000 tab /
Cepusi No ) Pasmep cepuu * 500,000 Tab
Analytical Repm;t No. / . FP/24364 Date of Analysis / . 27/11/2024
AHATHTHYECKHIT 0TueT Ne JlaTta aHa/u3a

Date of Manufacture / . Date of Expiry / .

JlaTa npousBoAcTEA : 01/10/2024 Tojen 110 : 30/09/2027

Mfg. License No. /
IMpousBoacTBeHHAs : KD-471
uueHzusa Ne

MA number: / Homep

Py : JITI-No(005613)-(PT-RU)

Analysis performed according ND / Anasnus nposepen no JIT-Ne(005613)-(PI-RU)-290524

Impurity-6 / Ilpumecs-6

Paged4 of 7/Crp. 4 u3 7
Each unknown impurity / 0.035% Not more than 0.40 % / He 6onee 0,40 % |
Enunuynas i
HenIeHTH(HLIMpOBaHHAas i
npuMech
Method 2 / MeTon 2 Not detected / He oOHapy:keHa Not more than 0.40 % / He 6onee 0,40 %

R-isomer / Xupansnasn
yncrora. Cogepxanne
R-n3zomepa

Total impurities / 0.084 % Not more than 1.50 % / He 6onee 1,50 %
Cymma npuMeceid
8 | Chiral purity. Content of 99.7 % Not less than 98.0 % / He menee 98,0 %

9 | Loss on drying / IloTeps B 3.71 %

mMacce NpPH BbICYUIHBAHHH

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

10 | Uniformity of dosage units / 3.5 The acceptance value (AV) should be less
Onnopoauocts than or equal to 15.0 / Tlokasarens
] L npuemnemoctd (AV) nomkeH ObITh He

oonee 15,0
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [1ponykr coorsercTByeT TpeboBanuam HJI 3aknwuenne: OJJOBPEHO
Prepared by / ) | Checked by / Approved by: Manager/Executive / ) ”tﬁ
/

% | e . - (
[Moarorosnexo: @\\'9:\’/ IIpoeepeHo: % Onobpeno: Menemxkep / PykoBonurenn Lb(
Date / ~| Date / 5 Date/ /., -

0 L

Jara: 0%\0('\] 0% Jara: C’(g’o(/‘ }MM Jara: o8 ( i |M) !

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




CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg

IpoaykT: Anneproii Jxenpecce, TaGNETKH, JUCIeprupyemMbie B MOJOCTH pTa, 5 Mr

Market / Poinok : Russia / Poccus

Batch No. / . 2412703 Batch Quantity / 500,000 tab /

Cepus Ne ) Pasmep cepun " 500,000 Tad

Analytical Reporgt No./ . FP/24364 Date of Analysis / . 27/11/2024
AHAIMTHYeCKHiT oTyeT No JlaTa ananu3a

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

Jarta npousBoacTea Iopen no

Mfg. License No. / .

Mpom3BoacTEeHHas . KD-471 MAmmbers Homeg . g IORATT PR

JIHueH3us Ne

Py

Analysis performed according ND / Ananns nposesaen no JIT-Ne(005613)-(PT’-RU)-290524

PageSof 7/Crp. 5u3 7

11 | Microbial enumeration tests / Mukpo6uo/ioruueckas 44cToTa

a) Total Aerobic Microbial
Count / O61uee uucno
a3pOOHBIX MHKPOOPraHHU3MOB

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 uucno
JPOGKEBBIX U TIECHEBBIX
rpuboB

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

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

¢) Escherichia Coli

Absent in 1 gram /
OrcytcteyerB | 1

Shell be absent in 1 gram /
OtcyterBue B 1 1

12

Assay / KosinuectBennoe
onpeseseHne

4.90 mg /4.90 mr
(98.0 %)

4.50 mg to 5.50 mg of C31H25CIN,O5-2HCI
(levocetirizine dihydrochloride) per tablet
(90.0% to 110.0% of label claim). /
Or 4,50 mr J10 5,50 mr
C21H25CIN203-2HCI (JieBOLIETHPH3HHA
auruapoxsuopua) B tabnerke (ot 90,0 % o
110,0 % oT HOMHUHAJILHOTO COJEPIKAHHS ).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeyanne: [Ipoaykr coorBetcTByeT Tpebopanusm HJI 3akmovenne: OJJOBPEHO |
Prepared by / — | Checked by / Approved by: Manager/Executive / F/Jﬁf '
[loaroroeneno: —(9/1}’4- I1poBepeno: 535], OpobpeHo: Menemkep / PykoBoauresns L
Date / Date / — Date / i _

Y
JHara: O%\OL\] 20 Hara: GSIOH ’MM Hara: egne )WW

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

CEPTUDUKAT AHAJIU3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
IpoayxT: Annepsaii Dkcnpecc, TabneTKH, AMCIIEPrUPYEMBbIE B MOJIOCTH PTa, 5 Mr

Market / Puinok : Russia / Poccus

Batch No. / . 2412703 Batch Quantity / . 500,000 tab /

Cepust Ne ' Pasmep cepun © 500,000 Tab

Analytical Report No. / . Date of Analysis / .

AHaINTHYECKHIi 0TYeT Ne i BRI JlaTa anasin3a F B LIR0E

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

JaTta npousBojacrea [lonen no

Mfg. License No. /

[poussoncTBenHasn : KD-471 lﬁ";‘ number: /Homep . 15y v (005613)-(PT-RU)
JiHLeH3us No

Analysis performed according ND / Anaaus nposesen no JI-Ne(005613)-(PI-RU)-290524

Page 6 of 7/ CTp. 6 u3 7

13 | Packaging description/

Onuncanne ynakoBKku

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

/lantoMuHHeBOH donbru,
JamunupoBanHoi  [19T/6ymaroii.
ITo 1 6auctepy c JIMCTKOM-

BKJIA/JIbILLEM B MAYKY KAPTOHHYIO.

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 Tabnerok B
onucrep w3 (TMA/AN/TIBX) donbru //
AIIOMHHHEBOH (POJIBIH, JTAMUHHPOBAHHOM
[M2T/6ymaroi.

[Tlo | wunum 3 Onucrepa ¢ JIMCTKOM-
BKJIAZIBIILIEM B Ma4Ky KapTOHHYIO.

API name / Hanmenosanue AD®C:

Levocetirizine / Jlesouerupusuna

INN / MHH:

Levocetirizine / JleBoueTupuzuH

API manufacturer batch number /
Homep cepun npoussoaurens ADC;

2LCD0591123

Homep cepuun cydeTanunu
npoussoauress I'JID:

FP Manufacturer API Batch number /

RM23322

IIponseoanteas ADC, cTpana:

API Manufactured by & country /

Symed Labs Ltd., India /
Catimen Jlabe JIta., Unausa

Release site /

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

Athena Drug Delivery Solutions Pvt Ltd, India, Plot No. A-1 to A-5,
M.1.D.C, Chemical Zone, Ambernath (W) Dist-Thane 421501
Maharashtra, India (license No KD-471) /

Remarks : The Product confirms to ND/
IIpumeuanue: [Tpoaykr coorBeTcTRYeT TpeboBanusam HJT

Conclusion : APPROVED /
3aknwuenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / Q _:V/

[ToarorosieHo: @'\[9«\& [Tporepeno: &/ Onobpeno: Menemkep / Pykoroaurens C/'
i

Date / Ll 257 Date / w02y Date / -

Jara: O%\O \20 Jara: 03)04 ] Hara: o ou o2

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 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

CEPTUDHUKAT AHAJIM3A

Product : Allerway Express, orally disintegrating tablets, 5 mg
Hpoayxr: Annepesit Dkcnipece, TabeTku, AHCNIEPTHPYEMbIE B MOOCTH PTa, 5 MT

Market / Poinok : Russia / Poccus

Tonen no

Batch No. / . 2412703 Batch Quantity / . 500,000 tab /
Cepus No ' Pasmep cepun " 500,000 Tab
Analytical Report No. / . Date of Analysis / .
AHanuTHYeCKHIi oTueT Ne ¢ ER2iioe Jata ananuza 3 2l Liates
Date of Manufacture / . 01/10/2024 Date of Expiry / . 30/09/2027

JlaTta npousBoacTea
Mfg. Li No.
B; Lisense ... MA number: / Homep
IlponsBoacTBeHHas : KD-471
Py
uueH3us Ne
Analysis performed according ND / Ananus nposeaen no JII-Ne(005613)-(PI'-RU)-290524

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

Page 70of 7/Crp. Tu3z 7
Atena Jlpar Jlenusepu Comowns Iet JITa., Yuactku Ne A-1-A-5,
M.LD.C, Xumuueckas 30Ha, AM6epnart (3anan), Juct-Txane 421501
Maxapaturpa, Muaus (Jluiensus Ne KD-471)

HaunmenoBanmue, agpec, JHUEH3HsA 115
ITIpoussoacTBenHas niomanka /
ILnomaaka KoHTpos KayecTBa /
Iliomanka BeImycka

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 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».

3akimouenne o coorercTBHH: «HaCTOSIINM 51 OATBEPIK/IALO, YTO NPUBEICHHAS BEIIE HH(OPMAIHS SIBIISETC:
JTOCTOBEPHOW M TOYHOM. DTa cepus NPOJYKLHH IPOU3Be/cHa (BKIIOYAs yIAKOBKY (MapKHpOBKY) H KOHTpOIi-
Ka4yecTBa) Ha BBIIEYKA3aHHOH IIPOU3BOJICTBEHHON IUIOmaAKe (TUIOMIAAKAX) B IOJHOM COOTBETCTBHH
TpeboBanuamu [lpaBun HauIesxallel IpOM3BOACTBEHHOM NPAKTHKH EBpasHicKoro skoHOMHUECKOro corosa (N
GMP/EAEU/RU/00569-2022 or 10 Asprycra 2022) u TpeGOBaHHSIMH KOHTPOJISl KauecTBa JIEKApPCTBEHHBIN
CPEJICTB, & TAKHKE B COOTBETCTBHH CO CIELU(HKALMIMH, CONEPKAUMMHUCS B PETHCTPALMOHHOM J0ChE CTPAHBI-
MMIIOpTEpa. 3allMCH 110 IPOM3BOJACTBY, YIAKOBKE M AHAIM3y IPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE
TpeboBanuaM IIpasun Hajnexalei IPOU3BOACTBEHHON NPAaKTUKH EBpazsuiicKoro 3KOHOMHYECKOTO COI03ay.

Remarks : The Product confirms to ND/
ITpumeuanne: [lponykTt cooTBeTcTBYET TpeGoBanuam HJL

Conclusion : APPROVED /
3aknrwuenue: OJJOBPEHO

Prepared by / — | Checked by / Approved by: Manager/Executive / ) V“' —

[MoaroTrosnexo: @\@J‘/__‘L/’ [TpoeepeHo: Ono6peno: Menemkep / Pykosogurens ( F/

Date / — | Date / Date / — )
o )8 - [oy [lrd

MHara: O%\O W\2028 Hara: c%) H)M JlaTa: § (ou l

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. 0. : 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



