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FDA & EMA Ἅῶ￼approval package εFDA: 1938ẉ- ҞιEMA: 1995ẉɋ Ҟζ

2.29M+

pages of FDA 
approval 

documents

200K+

pages of EMA 
approval 

documents

9.45M+

FDA AERS 
reports

673K+

Pages from FDA 
Advisory 

Committee 
Meetings

4450
Drugs 

indexed & 
fully 

searchable

1.6M+
PK data lines

305K+
Metabolizing 
enzyme and 

transporter data 
lines

1.66M+
safety data lines

Extracted Data 

2.45M+
efficacy  data 

lines

115K+
activity data 

lines

FDAᾎὊ

Ứῑ FDAḫἂ ѕṳײַ ◓εᶇ
FDAַײᾑҬפѦҠѩẏ׀-ѕṳḪ ᾎὊε
ᵌDMPKε₥Ᵽεפ ᾇε־ εׇӏ
ⱴ αפᵌҧײַ׀ ◌ᾎὊFDAᾢ← 

β

EMAᾎὊ

Ứῑ EMAḫἂ ѕײַ
ṳ ◓εᶇEMAַײᾑҬפѦ
Ҡѩẏ׀-ѕṳḪ ᾎὊεפ
ᵌDMPKε₥Ᵽε ᾇε־

εׇӏⱴ

FDA AERS

Ὕҏ FDAַײ ◓ѕṳҧ
ᵄї ᴥẓ҅Ҭἒᵒ

FDA ḫḋᵓҹ

FDA ḫḋᵓҹεҹ

ԍңΎ╟σ
ѩẏתḘ ᵃѾ
Meyler / Mosbyb ε
֪ѩẏּגԊῢỏ



IGD2HPDɖɖ11
ü ךּ іṴἄו ⱶ￼ ᾳץεѪẐׁ-іṴζι

MeylerאӐּז ᾳ/Mosby ⱶᵛ ᾳ

ü Ὰ іṴּךἵᾰҭ/ᾰꞋ/ Meyler / Mosbyb ᾳѧ
￼ḠԅớᾭὯ

ü ᾰḔ/ ‗₅ FAERSε10M+ ζѧ￼ ԋ
ⱶј ᴦẔ҆ҭ ἵᵓ

ü 1938-1991ẉFDA ἵᵓᴵּכḒ₅ εῂ│ҡ
FDAḥ ệζ

PKα ҥβ ⁴ᶙ
ü FDA/EMA ⱶּךἵᾰҭ ᾳѧ￼ ҦדטḙӡỤ
￼ώᴨιẊ ồ ấ ᴿ ᾭὯ￼⅝ ε ӆ ‗ι
ᵃ/јᵃ Ẕאל ζ

METα β⁴ᶙ
ü FDA/EMA ⱶּךἵᾰҭ ᾳ/ᾰꞋѧ￼ ӡỤ
￼ώᴨιẊ ồ ấ ᴿ ᾭὯ￼⅝ ε ӆ ‗ι
ᵃ/јᵃ Ẕאל ζ

ü ώӗ ᵸι ᵀPKᾭὯ DDIᾦ‛ ╜

ᾇ⁴ᶙ
ü FDA/EMA ⱶּךἵᾰҭ ᾳѧ￼ ᾦ₩ᶚӡỤ￼
ώᴨιᾰꞋѧἵ ￼ ᾦ₩ᶚӡỤ￼ ᴨ
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ḅӍᶈFDA￼ḥ і ệ ԋ ⱶ￼Approval  Package 



Drug Approval  Package 
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