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1. #awn lopromide Sterile Solution 370 mg/mL as lodine Injection, 100 mL

2. amantianaly
2.1 Juuuy usnsazaudsiennide dmiude
2.2 dwlsznay
- Usznaudat@aen lopromide 768.86 mg/mL (1vinfu'laladu 370 mg/mL) USanas 100 mL
- 9194 suitable buffers waz Edetate Calcium Disodium (11 Stabilizer) USunoudniasidusmusznavle’
- ¢a4'l3il Antimicrobial agents 1Jugauysznay’
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3.1 Finish product specification'”

AMFNIANIINAKA USP 38
1. YSnmeasdnty 94.0 - 105.0% of the L.A. of lopromide
2. Identification AT
3. Bacterial endotoxins NMT 1.25 USP EU/mL
4. pH 6.5-8.0
5. Free iodine AT
6. Limit of free iodide NMT 80 mcg of iodide/g of iopromide
7. Limit of free aromatic amine NMT 0.2%
8. Limit of N-acetyl compound NMT 1.5%
(lopromide related compound B)
9. Ordinary impurities NMT 3.0%
10. Sterility AT g
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3.1 Finish product specification” (@)

Qe - B
qmauunn‘mmﬁv_m USP 38

11. Particulate matter AT

- W19 > 10 um 13ifin 6,000/container

- 9@ > 25 pm laifin 600/container

12. isomer distribution - E1-isomer : 8.0% - 12.0%
- E2-isomer : 9.0% - 14.0%
- Z1-isomer : 32.0% - 40.0%

- Z2-isomer : 38.0 - 46.0%
13. Volume in container ATIINU

3.2 Drug substance specification : Iopromide"’

AnANLANIIINAKA USP 38
1. Snmaamangy 97.0 - 102.5% of the L.A. of lopromide (anhydrous and solvent-freé basis)
2. |dentification ATIHH
3. Water NMT 1.5%
4. Residue on ignition NMT 0.1%
5. Heavy metals NMT 0.002%
6. Free iodine ATIINH
7. Limit of free iodide NMT 0.002%
8. Limit of free aromatic amine NMT 0.1%
9. Limit of alcohol NMT 0.4%
10. Limit of N-acetyl compound NMT 1.5%
(lopromide related compound B)
11. Ordinary impurities NMT 3.0%
12. Isomer distribution - E1-and Z1-isomer : 40.0% - 51.0%
- E2-and Z2-isomer : 49.0% - 60.0%
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1.2 ludmetunadewen no.1/e.1 vesniigueran wﬁ”am']U&:LSUW”'nTan'ﬁmuquqnmwmaonﬁmﬁmm‘
aundunziion (finished product specification) LLa:m”aﬁmuﬂq mmwmaai’mqﬁu (drug substance
specification) nszﬁﬁaQiz%dwanﬂstﬂﬁﬂuLtﬂaoLLrﬂmﬁmﬁu whauLlanMIFLWIN N s svauily (1.5)
NIWSay finished product specification 1as/#3a Drug substance specification Iﬂwau.n"l’uﬁaufuﬂi:mﬂ
dizmanmdidnnsaiing uazliiu 2 3 o Sudemadsemenadidnnsefing
2. 1laNFAITUTDINAIFIRMIHAAELN

24 psdifiewdalussznalng Hufadasdianassussanaspumsniasaumaninaeiuaz35n1siain
NSKAAEN PIC/S (Pharmaceutical Inspection Co-operation Scheme) Tawiinginu PIC/S participating authorities
wia flonafusennasunsnaaumunanIn MLz IS mMsialun v ao e sdminua eI
DIMTIUAZE NTENTHRIDIIAFY Fnuadulasanuseansasuasriaifourunaninadiuasdinisialy
mIndaen PIC/S lunanaunfiiauaany avuigaawIaunsanIseulasinanissusasfietulsznma
Uszmarediannsafing

22 ns@itiveningronawysana HHAadpsllananiusannasunsHRaumunanin s iLa:
3%msﬁeﬂumm§mm GMP %38 GMP/PICs (Pharmaceutical Inspection Co-operation Science) Tasvinsanu
PIC/S participating authorities 21dge ausaumMIaTvsaulasiinansiusasiisviulsznmelszniasan
aldnnsafing wisayaseadn ududnsd
3. Lanmsqmmmmam*ﬁnauaﬂm (@unmwana)

3.1 Namsmﬁﬁmﬂ:ﬁqmmwwﬁmﬁ'mwfmﬁwﬁagﬂmaa@wam (Certification of analysis of Finished product) 11
m?uﬁduﬂué‘mﬂw

3.2 Nan’lim’m’iLﬂ‘iﬁ:ﬁqmﬂﬂwf@lqﬁumaaﬁ’améﬁﬁm (Certification of analysis of Drug substance) ﬁl’ﬂu
mswﬁ@tmjuﬁdmﬂué‘mﬂ"m?ﬁmm;}fm'ﬁmmua:;\d?wﬁmi’mqﬁu

33 Lanmsvﬁwai”ng’mﬁu{i'ummé’uﬁ'ufszmws;umiw§mlm’i’@lqﬁumaoﬁ'zmﬁ']ﬁm (Drug substance)
%8 3.2 ﬁ”us;umswﬁm'uaawﬁmﬁ'wﬁmﬁ’u%gﬂ (Finished product) 4a 3.1

3.4 Wwnsdidunaifougnanannnit 2 9 sxdasdidimnwinsnansinm Long term stability enufifin
wudulunzfougauuans LLa:'L@T{umsaomu%'maaLanmsmngﬁéwmwaau’%ﬁ'ﬂ

3.5 luns@itunaifougnantasnit 2 9 ardasddumnnminanamsensanuassvasenauiitn
wndulunzfouguuans LLa:"l@T{umsmmu%'maaLanmsmngﬁéwmwaaﬁﬁﬂ
4. @08198n

4.1 Jiauaan dasdadiatnnatnie 3 wiguTsiTt Sadudunuusaimoszdoaldasudmn
muﬁﬁmu@‘luﬁ"sﬁaqmamﬂ?}ﬁﬂﬂ%aﬁu
5. msﬂszﬁ'uqmmwmﬁdauau (waagtanaIN1ITuLszin)

5.1 U’]ﬁa\‘iuauﬁaoﬁa'\q’[’ﬁ’l@ﬂﬂﬁazm'j'] 1 9 aniusevay

5.2 m‘qmmﬁ'dauau a:ﬁaaa’aﬁmmmwmﬂ‘lu{usawamsmnﬁmw:ﬁm;’uﬁdwau

5.3 mrﬁﬁwmUswmsﬁwmsquﬁ'sazmmﬁdwamﬁaa’wmﬁl,ﬂﬂ:ﬁqmmw PUILTITNNTTRUIRD

JovvaalaLg Iﬂmjﬂnﬂa:@”aaa'amtﬁuﬁnmmﬁwmuﬁwminn'ﬁdamw’imﬁ:ﬁua:Lﬂupﬁuﬁmau
ﬂ'ﬁ'l'EahﬂﬁLﬁmiTae'Lumsmw3Lﬂswxﬁqmmw nsrﬁ'ﬁ'wuiwm'l.ulﬂu'[ﬂmuqmﬁ'nwmzmww: niuTITNITT0
FMANE LSUR TN ERe I ENeINETa9 Ky waemIanndaluntadely

G EE) . Lo UseUAMENTINMS
d\ (WIBENBNT AfaTTUmes) \(
GRS 1) W NISUMS CR 1) WO N nITUMS
w3zl YaITm) (WNENINDT nIgganiait)

winfismemiihgefinerzseo

)



@ o e A 7] 'Y A A a ) o tL ' ° I vl. i
5.4 Q’mm:maasmﬂauummaﬂ'ﬂnwmmq wiadlaifeansiFansmweaisdsznisla s rauinualas lda
A
vouly
L v -~ 9 " Qs ) (-] Qo dv
6. Wl I (HY18) Sugaaisnidandgginawasumyne ask
5 a ¢ a . v o
6.1 nsr‘f’mamsqumsammﬁzﬁmumnnwmmmawﬁ‘mmwwaﬂmﬂuvlﬂmummgmmamwuﬂ
o Qv o A’ - v o s [
6.2 NIMHEAN TN mmmugnﬁumﬁuﬁmwnﬂawm@ﬂmUmunmuﬂmnﬁumsmmma:m Tugnianves
L z
fyaRzdaszny
6.3 ﬂifiwuﬂrqummwmnwﬁmﬁ'wﬁﬁmamNaciiaﬂixﬁ‘nﬁwaLtazmmﬂaa@ﬁa@ia;\{ﬂmﬁ‘l&ﬁum
7. 'mmm’mmwaao’mﬁwﬂﬁuﬁmsmwﬁmﬁmsﬁmﬁﬁﬂs:i’ﬁgnL‘%‘ﬂmﬁuﬁuhﬂﬁwﬁna’mﬂm:ﬂssunw
asuaznluszoziaan 1 dewiudssmedszmenaididnniefing

WABLHG  DBIIN

1 = The United States Pharmacopoeia 38

UsemuanensIung

P (WIBRNTNS
-
) N
[GRE12) WO o T nITNMS N3NNI
Qs Qs Qs
(wwiah 4aynT) (WHEMIWBT ngawianl)

uﬁaﬁaﬂunnmqnﬁmmsso



