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Test Item Acceptance Criteria
Appearance Clear, colorless solution
Bacterial Endotoxins' <175 IUNV
pH <2

Half-life: 62 to 74 min;

Gamma photons: 511 kev and 1077 kev

Radionuclide Purity >09.9% of the total radioactivity as ®*Ga

%Ge Breakthrough <0.001% of the total radioactivity

Radiochemical Identity | R¢ for ®Ga(ll1): 0-0.2

Radiochemical Purity >05% of the total radioactivity due to 8Ga(lll)

Fe<10ug/GBq

Zn<10pg/GBqg

90%<%Ga<110% of the declared ®Ga radioactivity at the date
and time stated on the label

Elution Yield/Profile Monitoring the elution performance as per manufacturer specs

Al o 35 EUML 5l 28 oS 55l 3y d BML (6 81 o 61

Radionuclide Identity

Chemical Purity

Assay for Radioactivity
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Test Item Acceptance Criteria Methods
Appearance Clear, colorless solution without visible particles Visual inspection (under light)

pH

40-8.0

pH indicator strips or pH meter

Radiochemical purity

>95%

iTLC or HPLC

Radionuclidic identity"

Half-life: 61 to 75 min;
Gamma photons: 511 kev and 1077 kev

Gamma spectrometry; dose calibrator time-point
readings

Radionuclidic purity®

>99.9%

High-resolution gamma spectrometry

%8Ge Breakthrough'

< 0.001% of total activity

Gamma spectrometry (after decay of ®*Ga ~48h)

Bacterial endotoxins

< 175 EU/V (depends on dose)*

Limulus Amebocyte Lysate (LAL) test

Sterility

Sterile (confirmed post-release)

Sterility test (per USP/Ph. Eur., incubate 14 days)

Filter integrity test

Passed

Bubble point test or diffusion test

Assay for Radioactivity

90%<68Ga<110% of the declared ®®*Ga-PSMA
radioactivity at the date and time stated on the
label

Dose calibrator

.JJ,;C))}.J
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. Turkish regulatory framework for medicinal products is governed by TITCK under Ministry of Health (Turkish

Medicines and Medical Devices Agency).

Radiopharmaceuticals are explicitly regulated as a category by ANVISA in Brazil (Resolution RDC No. 451/2020) .
COFEPRIS is the official medicines regulatory authority in Mexico responsible for drug approvals.

Egyptian Drug Authority is listed as a national drug regulatory agency recognized internationall .

National ministries of health in UAE, Oman, Kuwait, and Bahrain serve as official drug regulatory bodies .

DRAP is the national pharmaceutical regulatory authority in Pakistan.

Operational guidance on hospital radiopharmacy: A safe and effective approach. IAEA;2008.
Quality management audits in nuclear medicine practices. IAEA;2015.

Nuclear Medicine Resources Manual. IAEA;2020.

Cyclotron produced radionuclides: Guidelines for setting up a facility. IAEA;2009

AN Y/YE B30 56 cp)ls 5 14E Ol (POL-DPNA-RD-008) 5,Is 53, o aals .Y+
WWAA/YIYE E3L1 556 cpls 5 148 Olela (POL-DPNA-RD-008) ;,l5 531, o aals .Y

2558 Sy pde Slealails 4 Sl 5)l5 5 148 Olejlo )y 5 5255 Oslan VETFIN/NF 55 50 SOO/V T FIVA 65l aaliiiny . YY

&l ad s> mainie 6,8 K o sas

b sl 51,35 Loy 53 5l 5 10E Olejlo J 587 i algn 5 51 ssal IS ke VECF/AQ/0F 5,50 POO/PYYAS ojlod aslitiy YT

SYsb es

o g1 55505 Ad 55 dast (510 ol o gt 53 513 5 146 Olalo ey 5 55 Dslas YFAO/NY/YE &5 50 POO/AVOVOY ol aslitiy Y

b))\bﬁsb ..\.:‘j.?.]ap'-upj.,aﬁ-)b))\bj‘;\.'c QLA)LA ﬁ)jﬁjj le;u P Y/ F/ A 'C)}af‘bb/‘ﬂb\/\‘/\ G)Lo.:‘ ML.;OU Yo

\[



