PharmaVision

CERTIFICATE OF ANALYSIS

CEPTHQIKAT AKOCTI

Product name:

Hazea npodyremy:
Pharmaceutical form,
package type and size:
Hixapesra ghopsa, mun ma
PO3IMIp ynaxogru:

Dosage / potency:
Hoza / cuna dis:
Registration certificate:

Manufuctured by PharmaVision Sau. ve Tic, AS.
Location: Davitpusa Cad. No. 145, Topkapi, Istenbul, Turkey
License: 2002712

Bupatneno: GapnaBiwir Can. ne Tiox, AL,
Micuesnaxomsenns: Hanyroama Ihxag. Neld3, Tonsani, Crambya, Typesruni
Hinteusin: 2002712 .

No.2068005

LOXIDOL

JIOKCHIOJ

solution for injections, 15 mg/1.5 ml, 1.5 ml in ampule, 3 ampules in con-
tour tray, 1 contour ftray together with a leaflet in a carton box

posuns gan in‘exudit, 15 Mrf1,5 sa, no 1,5 s B asmyai, no 3 asmmydu B
KOHTYpHill yapyuxosill ynaxosii , 1 KORTYpHA ¥APYHKOBA YNAKOBKA
pasoM 3 IHCTPYKLICIO NS MEQHYHOTO 3UCTOCYBAHHH Y KApTORHiM
Kopoebui.

meloxicam 15 mg/L.5 ml

senorearamy 15 /1,5 s

Pesempaniiine noceiduens: UA/18268/01/01
}\3?2‘;;’?0 2068005
gg;t};ps;;” 139 970 packages/ynarosox
Manufacture date:
,gama e‘ijgﬁuza;nza: 12.2020
Expiry date:
Te;)fvlz:z npudamnocmi: 11.2023
TEST LIMIT RESULT
Torasnincu saxoemi Hopatysenins Pesynonant
Deseription Clear light yellow solution Conform
Onuce CaiTno-mosTuii npozopuit posuix Binnosinae
1dentification The retention time of the principal peak in the chroma- | Conform
Loenmudghirayin togram obtained from sample solution should corre- Bianosinae
spond 1o that of the standard solution in the assay
Yae yTpyMyBatHA OCHOBHOIO MKy Ha XpoMarorpani
BHITPOGYRAHOTO PO3MHIY Mae BIANOBINATH TAKOMY Ha
XpOMaToTpasMi CTAHAAPTHOIO POUIHY B XOA]
KIAIBKICHOrO BH3HAYEH S
Clarity The solution is clear Conform
Hposopicnn Mae BYTH npo3opia Bianosinae
Colour Light yellow solution is not more intensely coloured
Cmypnines sabapenennn than reference solution Yz Conform
CaiTno-xobTii po3uuH, He Sinbll IHTEHCHBHO Bianosinae

3aBapeiennil, Hix eTatod Y2

Extractable volume
Bunszyeanuit 06'em

Not less 1.5 ml

1.5 mi (3n)
He menmwee 1,5 sn : :

pH

7.5-9.5 8.5

Density
Tyermunn

1,03 giml (e
0.95 - 1.4 gml (2aey) g/ml (/o)

Particulate contamination:
Mexaniuni eraiowennns

- visible particle

~ guusi waemeu

Practically free from particals
[paxmuuio aineHuii 610 uoUMUX HACHIOK

Conform
Biznosinae

— sub-visible particle

> 10 wm: < 6000 particlesfamp. 332 particles/amp.
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PharmaVision

Manufactured b Pharma Vision San, ve Tie, A.S,

Location: Davutpasa Cad. No.14S, Topkapi, istanbul, Turkey

License: 2002/12

Bupobtnenn: BapmaBizu Can. ve Thys, AL

Micreanasoiprenn Joanyrnawa Qxag. NetdS, Tonsosni, CramGya, Typewunn

SHuenain 2002712

domiurg
Total impurities
Bewozo domiuor

‘Not more 1.0%

He Ginsie 1,0%

— HeguduMi yacmeu =25 um: < 600 particlesfamp. (wacmor/amn,)

2 10 mxm: < 6000 yacmox/amn. 5 particlesfamp.

2> 25 mra: <000 yacmar/ann. (wacmor/ammn.)

Solution should be sterile Conform
Sterility Pozvun mae Gyimn cneprnsrul Bidnogioae
Crepuipnicrn
Bacterial endotoxins Not more 20 [U/mg <20 [UW/mg (MO/uz)
Burmepiansui endomorcunn He Binowe 20 MO/mz
Related substances
Cynposinui gomiorgn
Impurity A Not more 0.5% Not detected
Hosiuwa A He Ginswe 0,5% He gusnaneno
Impurity B Not more 0.5% <Disregard limit
ILosmiwra B He Sinvise 0,5% <AMeawct gunaneris
Impurity C Not more 0.5% Not detected
Lostiwgrca C He Ginswe 0,5% He sussneno
Impurity D Not more 0.5% Not detected
Hosiwca D He inbe 0,5% He aunanero
Unknown single impurity Not more 0.2% <Disregard fimit
Heidenmugixosana cdummna |- He Ginsime 0,2% <Meoici cunanenns

<Disregard limit
<Meoici sustenenus

Assay
Kinericne susnauennsn

15.0 mg/fampoule & 5%
(14.25 — 15.75 mg/ampoule)

15.18 mg/ampoule
{wef amnyay)

13,0 mefavnyny = 5 % (14,25 — 15,75 mef avnyny)

1 do hereby certify that the abovementioned duta are trastworthy and accurate. This product batch is mani-
JSuctured (puckaging/labelling included) under the quality control on the abovementioned manufacturing site in
Jull conformity with the GMP requirements, established by the regulatory agency of Turkey as well as with the
specification and control methods of the analytic-normative documeniation, registered in Ukraine. The proto-
cols of manufucture, packaging and analysis are reviewed; conformity with the GMP is established,

Liuw » saceiduyio, wo nepepaxoswia guiye ingdopaania & docmoeaipnoio | mownow, L cepis npodyryir Gyna
GUECIMOGNENa  (BRIMONAIGN RARYSANA / MOPKYBANNR) 3 NPOBOCHHSM KOWMPOSO SKOCHE NG GuuesKazapil
supobuuuint direnuyi ¢ noeyifi gidnosionoemi 3 eusozavu GAIP, ecmanoghenuMmu pezyisimopHiyM OpaHos
Typewwuny, a maxoxe y gidnosidwocmi 31 cneyuchirayicro | mvemodavu wonmpome  axocmi  (MEA),
sapeccmpoganaiy ¢ Yipaini, Ilpomoxonu eupoGuuymen, ynuxoexu ma anwiizie Gyau nepeaispymi ma
scmanogneno gionoaeionicms GMP.

Surname and position of person, approving batel release to market  Quality Control Munager: Gumze Erdenoz

IIpissuuge ma nocada / 3sanus ocobu, axka sudaia do3ein na sunyek cepit  Menedocep BKA: Navan Epoenos

Gamgsp@rﬁenﬁz

02.04.2021 PharmaVision
Sanayi ve Ticaret A. S

Signature and date, stamp
Hidnue ma dama nidnucanis, newamra / uamamn
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