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NEPKABHA CJIVKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM V KHiBCHKIUA OBJIACTI

npos. Ceitmranoi Haxii, 3, m.Xuis, 02099, ren/daxe: (044) 576-40-41
E-mail: dls ko@dls.gov.ua, Kog €APTIOY 37078774

BHCHOBOK
npo AKicTL BBe3enoroe b Yxpaimy JKkapenioro sacody
02.07.2025 Ne 25484/25/10
TOPO

(uaiimenyBanus JikapcsKkoro 3acoby srifiHo 3 peecTpauifHAM NOCBiAUEHHAM)
po3unH s in'exuiif, 30 Mr/ma; no 1 ma y ¢paaxoni; no 10 gaaxonis y Kopobui

(dbopma BUnyCcKyY, RO3YRAHHS, BH IAKYBAHHS JiKapCbKOro 3acoby)

Howmep peecrpauiiinoro noceiggenus JA/18182/01/01 crpox aif peecTpariffHOro nOCRITHeHHS 08 07 20?26

Cepia mixapcsxoro 3acoby Ne AS1250069A KinpKicTs BBE3EHOTO JiKapcehkoro 3acofy 2372
Bupo6Hux Acnipo ®apwma Jlimiten, Innis
(uatimenysanus supoGHuKa nikapcekoro 3acoly, KpaiHa TIOXOPKEHHSA)
Bseseno B Ykpainy Torapucreo 3 obmexeHoro Binnosinansnicrio "EC ®APMA", inenr.
xon: 37193045

(maiiveryBanns Ta kox 3a €PIIOY 10puauunoi ocobH abo mpizsuiue, im's, no 6aTbKOB
dbisnunoi ocofu - nignpremud, i1 Micue NPOXUBAHHS Ta peecTpauiiiguii Homep obrixosoi
XApTKH TIaTHHKA TOAATKIB ab0 cepis Ta HOMED nacrnopra)

Tporoxoa Bizyansnoro xontpomo sin 03.06.2025 Ne 1657/2.
JIaGopaTopuHit anami3 SKOCTi NikapckKoro 3acoby 3ifcHenHi:

I "LentpansHa naGopaTopis 3 aHanisy skocTi JiKapchxux 3ac00iB 1 MexuaHOI npoxyKIil"
(m.Kwuir, Byn. Kyapsecexa 10r m.Kuig, syn. Kynpsascexa 8B Kuiscbka 061acTs, C. Hosi
Tlerpisui, Bys. Isana ®panka, 19)

(nalimenysauns Ta MicuesnaxomxkenHs naboparopii, mo nposena naoparopriit aHani3 sxocTi)

BICHOBOK 0710 AK0CT] TiKapehkoro 3acoby, BraaHmit maGopatopieio sin 02.07.2025 Ne 0922

PesynsTaTy 1af0opaTOPHOTO aHANI3Y SKOCTL HKapchKoro 3acoBy 32 nepeBipeHHMH IIOKa3HHKaMH BiINOBIAAIOTH
BHMOI'AM METOMIB KOHTPOIIIO SKOCTi (aHAMITHYHO-HOPMATHBHOI TOKYMEHTAILT).

3a pesynsTaTaMH IE[KARHOTO KOHTPOJIO BCTAHOBICHO, IO mixapcekuii  3aci6 BBeseHe B Ykpaimy 3

JOTPHMAHHAM ByMOr 3aKOHOAABCTBA IOAO 3a6e3medeHHs AKOCTi TiKkapChKux 3acobis,

(ainnuc)







Aspiro Pha

rma Limited

Factory & Registered Office:

Plot No. 23, Surv

ey No., 321,

Biotech Park Phase - 11, Karkapatia Village,

Markook Mandal,

Siddipet District, Telangana - 502 2

Land Line: 08454-245600, Fax:08454-245662
Web: www.aspiropharma.com

CIN No: U24100TG2014PLCO92771

CERTIFICATE OF ANALYSIS (Finished Product)

CEPIHGIKAT ALLAJILSY roroBoro npogyKry

Certificate No.: X
Ceprudikar Ne: APLEP25000879
Product name: TORO Manufacturing country: | India
Hazsa npoaykuii: TOPO Kpaiua ppobHuK: Inagin
Pharmaceuntical form: Solution for injection Destination country: Ukraine
Jixapcora dopma: Posuun pusg in’exuii Kpajna npusHayenss: | Ykpaina

Strength/potency:
Cuna fiv/aKrHBHICT:

1 ml solution contains 30 mg of Ketorolac Tromethamine
1 M1 pO3YHHY MICTHTE KETOPOIaKy TpomeTaminy 30 Mr

Type and size of packaging:
Bup i po3mip YHAKOBKI:

10 vials in a box labeled in Ukrainian

no 10 daaxonis y xkopolui 3 MAPpKYBAIHAN YKPATHCLKO0 MOBOI0

Eato:h No.: AS1250069A Batcif sze:m 1399 packs
Cepin Ne: Po3zmip cepii: YHAKOBOR
Mfe. Date: 02/2025 Expiry Datf: 01/2027

Jara BupoGHHUTBA: FlpupatHyi a0:

Registration Certificate: UA/8182/01/01 Valid Gpito; 08.07.2025
Peccrpaniiite nocBifvenHs: Hiicne xo:

Manufacturer name: Aspiro Pharma Limited Man. License No.:

Haiimenypauss Bupo0nuKa: Acuipo ®apma Jimiren Bup. aiuensis Ne: 36/MD/AP20I3/F/G

Location:

Micue3HaxoaeHHs

Siddipet Dist-502281, Telangana State, India
Ci.Ne321, Biorex napk, ®eiiz-1I1, Kapranataa

Sy.No.321, Biotech park, Phase-I11, Karkapatla Village, Markook Mandal,

Cunainet Aner-502281, Teaanrana CredT, Tunist

Binemx, Mapkyk Mauaa,

CERTIFICATE OF GMP COMPLIANCE No.:
CEPTU®IKAT BIANOBIAHOCTI YMOB BUPOSHNITBA 076/2024/GMP
JUKAPCHKHX 3ACOBIB BUMOT'AM HBIT Ne:

validity:
TepmiH 09.03.2026
ail:

Analysis procedure result/
Pe3yabLTATH NPOBEJEHHS aHAJI3Y

a) meropom BEPX

S.No. Test / Specification /Monyerumi Mexi Result /
Ne3z/n IToxasuuK AaKocTi Release / Shelf-life / PesyawTaT
NpH BROYCKY HA TepMin
npHAATHOCTI
1 Description A clear and slight yellow solution A clear and slight yellow solution
Onuc TIpo3opuit po3uiH, CBITA0-KOBTOTO KONLOPY [Iposopuif po3unH, CBITI0-KOBTOr0
KOJIEOPY
2 Identification
IrenTndicanis
a) by HPLC method | The retention time of the The retention time of the principal

principal peak in the
chromatogram obtained with
test solution should
correspond to the peak
obtained with standard
solution in Assay method.

peak in the chromatogram obtained
with test solution corresponds to the
peak obtained with standard
solution i Assay method.
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Aspiro Pharma Limited

Factory & Registered Office:

Piot No. 23, Survey No. 321,

Biotech Park Phase - 111, Karkapatia Village,
Markook Mandal, Siddipet District, Telangana - 502 2
Land Line: 08454-245600, Fax:08454-245662

Web: www.aspiropharma.com

CIN No: U24100TG2014PLC0Y2771

b) by UV spectrum

6) Y®-cnextp

Hac yTpuMyBaLIL OCIOBIIOr0
1K Ha XpoMaTorpami
BUIPOOYB2HOTO POIUUHY MAE
BLUIFORIMALH TUROMY 1KY, HY
XPOMATOIPAMI CTAHIAPTHOTO
PO3UKHY, OTDHMAHUX ¥
sunpoSysanni «KinsKicHe
BH3HAUEHHIN.

The UV gpectrum of the
Ketorolac peak of the sample
sojution corresponds to that of
the standart solution as
obtained in the Assay.
VO-cnexTp NiKy KeToponaky
BHIIPOBYBAHOI0 PO3HHHY
BIANOBIZAE. TAROMY
CTAHABPTHOTG-PO3YHHY,
OTPUMAHHX Y METOA
«KinpkicHe BH3HAYCHUAY,

Yac yTpuMyBaHHA OCHORHOTO Nika
HA XpoMaTorpami sunpoBysarnoro
PO3UHHY BiANOBiNAE TAKOMY MKy,
na xpomMartorpami eranmaptiioro
PO3YMHY, OTPHMUHHK ¥
sunpoGyBanHi «Kinsxicue
BH3HANSHHAY.

The UV spectrum of the Ketorolac
peak of the sample solution
corresponds to that of the standart
solution as obtained in the Assay,

Yd@-crickTp NiKy KeTOposaky
BUNpOSYBAHOTO PO3YUHY
BiAMOBiZa€ TAKOMY CTAHAAPTHOTO
PO3UHHY, OTPHMAHUX Y METOAI
«KigpKicHE BUSHAYCHH.

pH Between 6.9 and 7.9 7.24

Biz 6,9 no 7,9 7,24
Color absorbance NMT 0.2 NMT 0.3 0.054 AU
(By UV)
(at 430 nm) (AU)
Koasoposicts (Y@®) | He 6inpume 0,2 He Gimpute 0,3 0,054 AO
{npu 430 8M) (AQ) o
Extractable volume | NLT 1.0 ml— 1.1ml
06’em, 110 He memne 1,0 mn 1,1 M
BUTSITACTLLS
Assay (Yo, w/w) (By | NLT 95.0 and NMT {10.0 NLT 90.0 and 95.8 % wiw
HPLQ) NMT 110.0
(% Label Claim as
Ketorolac
Tromethamine)
Kinbxicue He menmme 95,0 i He Ginbe He menwe 90,0 | 95.8 % mim
Bu3HaueHns (%, 110,0 i He Binbure
m/m) (meton BEPX) 110,0
(% Big 3anBAEHOrO
smicty Ketoponaky
TpOMeETamity) .
Ethanol Content NLT 10.0 % and NMT 12.5% | NLT 9.0 % and | 11.14 % wiv
By GC) (% w/v) NMT 12.5% '

11,14 % m/o
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Aspiro Pharma Limited

Factory & Registered Office:

Plot No. 23, Survey No. 321,

Biotech Park Phase - 111, Karkapatla Village,
Markook Mandal, Siddipet District, Telangana 502 2

Land Line: 08454-245600, Fax:08454-245662
Web: www.aspiropharma.com

CIN No: U24100TG2014PLCOS2771

Buict eraHosy
(meronom I'X) (%6
M/0)

e menme 10,0 %, i ue Ginbie
12,59%

He merme 9,0
% 1 11e buibwe
12.5 %

Related Substances
(%, w/w) (By HPLC)
Ketorolac related
compound-A
Ketorolac related
compound-B
Ketorolac related
compound-C
Ketorolac related
compound-D

Any Unspecified
impurity

Total Impurities

Cynposingi
gomimrks (Yo, M/M)
(meronom BEPX)
Keroponaky
CynpoBinHa
noMimka-A
Keroponaky
CynpoBinHa
npominka-B
Keroponaxy
CynpoBigxa
jomimka-C
Ketoponaky
CynpoBiaHa
nomiwka-D
byab-aka
necaeurdikosana
JoMImKa

CyMa nomiuox

NMT 0.1
NMT 0.2
NMT 0.2
NMT 0.1
NMT 0.20

NMT 1.0

He 6inbuue 0,1

He 6inbine 0,2

He 6inswe 0,2

He Ginpme 0,1

He Ginsie 0,20

He 6inslee 1,0

NMT 0.20
NMT 0.5
NMT 0.5
NMT 0.20
NMT 0.20

NMT 1.5

He 6inswe 0,20

He oinsie 0,5

He 6inbie 0,5

He Ginse 0,20

He 6inbue 0,20

He 6inpue 1,5

Less than LOD
Not Detected
Less than LOQ
Not Detected
0.00 % w/w

0.00 % wiw

Menuie HiX MEXa BUABJIEHHSA

He BusagneHo

Meniue Hixk Mexa KinbKicHOro
BU3HAUEHHS

He BusBAEHO

0,00 % m/™

0,00 % m/im

Particulate matter
a) visual

b) sub visual

> 10 pm-~
particles/Vial
>25um-
particles/Vial

Mexagiugi
BRJITOYEHHS
a) BHpUMI

Should be free from visible particles

NMT 6000

NMT 600

Buzmi wacTky nosusni 6yTH sincyTi

Free from visible particles

15 particles/vial

0 particles/vial
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Aspiro Pharma Limited

Factory & Registered Office:

Plot No. 23, Survey No. 321,

Biotech Park Phase - III, Karkapatla Village,
Markook Mandal, Siddipet District, Telangana ~ 502 2
Land Line: 08454-245600, Fax:08454-245662

Web: www.aspiropharma.com

CIN No. U241001G2014PLC0927T1

6) neBHUMi | . .

2 10 v - He Sinee 6000 1§ nactok/dnaxon
YACTOR/UIAKOH

= 7?5 MIm - He finvue 600 U yacTok/HraKon
4acTOK/ DIIAKOH

10 Bacterial NMT 5.8 < 1.05 EU/ing
Endotoxins (EU/mg)

Baxrtepianshi He Gissme 5.8 < 1,05 EO/mr
eHAOTOKCHHA
(EO/MD)

11 Sterility Should be sterile Sterile
CrepuibHiCTS Mae GyTH cTepunbHuM CrepuabHuit
Labelling Should correspond to the MQC requirements Corresponds
Mapkypauns | Mosurno pinmosigat BuMoram MK Binnoizae
Packaging Should correspond to the MQC requirements Corresponds
TlakyBanus TloBuHHO BiAnOBizaTH BuMoram MK Bignopinae

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 abovementioned site in full compliance with the GMP requirements
of the local Regulatory Authority and with the specification available in registration dossier. The batch processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Lum 5 3acsiduyio, wo nasedena sume ingopsayia € docmosipuoro ma mownoo. Lo cepito npodyryii Gyno supobaeno
(BRAIOUAIONU NAKYEAHNA/MAPKYCANHA) MA KOWMPOAL i axocmi Ha Guuesasnaweniii eupobruviil dineruyi nposedexo y
nosuiu gionosionocmi 3 gumozav GMP, scmanoenenumu Micyesurm pecyasmopHuM 0peaHoM, a MaKoxC eidnesiono 0o
cheyuginayil, wo micmumeca 6 peccmpayitinomy docve. IIpomoxonau eupoBruymea, naxyeawns ma anarizie Gyio
nepeNARYmo ma 6Cinanosneno 8ionosionicms GMP.

Name | Sivakrishna Reddy. Bommareddy
Position of person authorising the batch release | (Manager QC)

[pissume | Cisakpimua Peani. Boanapeani
TMocana ocoby, sixa sMrana f038ia Ha sunyck cepif | (Meuenxep K1) @pﬂ%\h
Signature of person authorising the batch release /Ié/ég/ /(f X@\\
Iipnue ocofu, Aka BMAANA JO3BII Ha BHITYCK cepii s 03: =

Date of signature ) I /
Hata mignucanun | 04.03.2025 % /*
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