146
147
148

149
150
151
152
153
154

155
156
157
158

159
160

161
162
163
164
165
166
167
168
169
170
171
172
173
174
175
176
177
178
179
180

181
182
183
184
185
186
187
188

189

190
191
192

1-5-1. = Y % H Elixirs :

(1) =Y F AL, HIRRUBFEEDH DI Y ) — L & SHBR iR iERITH S,

(2) AFZHT 5100, W@, BEIROADES UL TORRIc T Y 7 —0, fUKk, SERIRCAE, 7013
OFEE I HBRAZMA THENL, ABXITOENOFEICL - TEREAZRE TS

1-5-2. Y7 Suspensions

(1) S8ANE, AP0 PcER LR OEATh 5.

(2) RAZERT D20, W@, B OEHSIREIEE U7 OEH 0 HmA & Rk CUTme iz, Sl
WCHB L, EReWHET 5.

(3) AAY, BEIZECT, ARFRTIL T
(4) ARFNE, BHCHET D HOOEIN, #
1-5-3. L7 Emulsions

(1) AN, FHED EHAHRICHL LB OEAITH 5.

(2) FAlZWT DI0E, @, FTIROFBED TR &R &L, WO HEClb L, 2EEWHE+5.
(3) KANL, SBECT, HEERLCYHET 5.

1-5-4, UE+—F#] Lemonades

(1) V=r—730, HHERUBEO S D BHAABROBROEATHS.

B

1—6. ey 7H  Syrups

(1) vmy 7, #0515, FHETHEAZ ETHIED & 2R VTR OMA ThH 5.

FFNL, ay THAREERD.

(2) RMEES DT, W, B, TOELORHERE L G HRRIOBREUTE S vy TICHPR S 2 MR TE
R, AN, MEEDOTIE L, BEOEUT, RIRETR L%, IEABT D

(3) KADH HLETTLRT VL O, HEFRETS.

(4) Al BUZRET 5 Lo0ED, .
(8) FAlDS 1, BICHET S boDEDn, 5.

(6) ARNCHVDERIL, B, KEFRLTD. WHOSFIAYORBIEES 5 2 25613, EARIEE
YEOFREEMHCD, UMEARKEBIEO QR Z Y.

1-6-1. 12~ 7HIA|  Preparations for Syrup

(1) ey 7HAN, REMZDEE, vy TR E R BERRUTHFROWMAITHD. FIAvn o 7HEH
THIEBTED,

(2) KAEE 2000, @el, U H A2 AW T L — S BRI 1 — 4. BAOMECHEL S,

(3) AFNL, W,
(4) KFo> 5 b 9%
L& T5. 7L, . Uik (6.0 IZHECTA D D & &, 305 (500 um) 5HWVIZEETHLON 10%
PUTF OGO (609 Z@A LR,

(8) FANCHWHERIL, B, ERERLTL. UHOLTIORENEEY 52 2541, BREEOESRSE Ay
D, IR B M

1—7. &L U—# Jellies for Oral Application
(1) #nE8Y -4k, BROBEST5, HEEORVERE L XL EOWMAITH 5.

(2) AFZRS 100, B, BN ICENF LR CESF S A BRI M CRML, @MU HE Ty s —
TEDTHA T 5.

(3) AANT, FRSHET D LOOIEN,
(4) &AL, FRCHETD LOOED, B
(5) FARTHWHEST, W, [REFESETH. W
HoREZAVDD, TEABEERtE oL T,

2. ORRICEMAT 8% Preparations for Oro-mucosal Application

2—1. MEMEEA] Tablets for Oro-mucosal Application
(1) PREEREEANY, DIERICERT 5 —EOBROERORATH 5.
FANTE, br—FAl, FTEE, N, SRR A ARG ENSD.
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(2) AFEWF DT, 1— 1. fEFHOL
(3) FH#AlZ, BHIHRET S L OO,
(4) AAUL, B : Uiz
(5) AHNZAVWDIES mi W, BEE
D, XEBEHOBEEET.

2-1-1. ha—FA| Troches/Lozenges
(1) ba—FHIL, OERNTRLICERUIHE XS, niE, W2 CoRRICEAT 3 DERERTHS.
(2) AANL, RASOTEABIETEARERETS.

2-1-2. & THE  Sublingual Tablets
(1) ETHIE, APESEET CHSSHICEM S, OEEED SRR S5 0AERATH 5.

2-1-3. /3 A VEE  Buccal Tablets
(1) oV El, AN EEHEHOM CHha CEmSE, olEBEL SRR EH 5 OEREERITHD.

2-1-4. 3374 Mucoadhesive Tablets
(1) fFafeix, o i:ﬁﬂ?{’rlﬁﬁé%ffﬁb\é OiEfsERITH 5.
(2) AAZWS S, B, A Fo A 2ERT 58KEES T{LeamEBVva

2-1-5. ﬁ.b.?ﬂl Medicated Chewing Gums
(l Y ALANE, BMEICEY, FORSEHET A NERSERTHS.
2) ARF ARSI, BE, HMEEEE, RERBMEERCGT T R b= Eo@YI i & 7 L3R & LT

b‘Z).

23
W& T D, BAOETIIREAPEELE5 X 558, HEEOFREHW

2—2. OfEARATL—% Sprays for Oro-mucosal Application
(1) AEMAT V—#IT, NIRRT, BRRo &5, BRIk, BERT-<—R M & e UTgs
LEFITHBH.
(2) AFEWTB20L, W, ROFECLS

(1) BHVe EICERES R ORMANE R S8, YEISUT, ABULES, b AUIEHEY A &

EDBUREBIIFETATS.

(i) BRRLS ROBIA] %ﬁ?b‘”ﬁffﬁ(li“‘?{ﬁ{&z’ﬂzéﬂb BRICHTAYE, A7 LRy FREST5
(3)Aﬂmo%o/nj,v\- KHET D L00EH,
(4) FHRNCHWLFIRE, B, xi%%’&?ﬁ’rliiﬂﬁﬂ‘ff'ﬂt@ Bam&T5.

2—3. ORERFERAl Semi-solid Preparations for Oro-mucosal Application

(1)uﬁ%*@%%mm%ﬁm;mﬁﬁé%mfﬁb 7 U—bH, FARTBRERRDD.

(2) RAERSDIT0E, BHE, ADRSTHRMA L & BIHRARGU Y 2 EOMERS TS 2, il
wﬁ%#wﬁb<&mﬂ ZRHE UCEYR S RO E E bRERMLTHEETS.

(i) AIEHZ U —2A0Y, 11—5. 7V —AFOBEZHELS.

(i) AR AHEE, 11—-6. YARIOREICHELS,

(i) RIEAEHANL, 11— 4. BERORRICHEL S,

AFD L, BELOTWL O, BEERRTS.

(3) KAITEZERGFBICETATILON, MEYORFEZBIETAICRY HROBEOARERERZMA LT L0
T&X 5.

(4) &AL, ; .

(5) #AH %wéﬁxﬁ W, REEHLTS. WAORTIASORBNEEE 5 2 5580, BKESER
HOFEEROVDD, XFEREREREOEEL .

2— 4. EWH] Preparations for Gargles
(1) a"ﬂ”;’iﬂ’i Mg, R EORFNCEAT 2RROBHTHH. AR, AEEMT5BEROBANREG TR
5.

(2) zs»;sux‘*”-m iE, Ep, %Té‘?JEiZﬁy‘!J&ﬁlb{U\(kbﬂﬁ‘Je:?JﬂA RTHL’Ci’JTT faﬂ:fl, SIS LT, A

5. AR AEEOMAOBSE, 1— 1. v
(3) &FAlo AICHET B %)om)cifp
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(4) AFNZAV AR, @6, REFSBLT5. WAOLKTIIAYOBRENESEE 2 D881, BARSER
HEOEREZ MDD, NHEKEREGBEODEL T

3. EFHZLYEET DA Preparations for Injection

3—1. EHA  Injections

(1) EHEANL, JEF, BRNLRYE A & ORPE - STICiEg s 5, B, miR, SRS L < TimiK,
XL HERAREE U AR L TRV 2EBOEEBH TH S,

FANIE, iR, A RTERARE CHEEHEEHFINE Eh 5.

(2) KHO ) LR, WEEOUIALBEOBB AT 5100, @, koFEckD.

(1) 9o xrosE, THDRDIDEMAIEMZ /2 b0 2R AA, 19 0OKREDEH L IEREOEH
7o EUTTERR, WA LI L TS LEL o2 ERFIHOESRICE TA L TER L, BEET 5.

(i) FYkmELOEE, THEHRDCHEMNHZM AT L O R EF K, 1320 MEOER IR DA

R EITERE, WE LKL L THHE L Lo 2 Bl A8 T 55, BENICTHRRNL OO E Lt b o xFHA
BOFHRZETALTEHTS.

720, BEMIC L DB RIS SIZEE L, A S RNICE 2 BB EHF OB RPITEE B L CTE A7
HLHNAT D . B ORE A% TREBAIZIE wivler k3 5.

MBI AREES L CRVWAERFT, o8 TEFR)] OXFE2ET 5 L0, HERRE OIS AR (B
F, @RS 0o ) 2822608 TED,
(8) ADEANEEP COMMITIIET D I LA CI-nn, MEERERADOTRERA L LT3 5 2 2R
TEDH,

(1) BRI

USRI RS, WG, HORD 2 0EE, UTHSRRS R UMRIER & oA & i K IZEmR L,
WARL, AHABORBICETALERICHBERT S, I EHAESCHRLR L-BICHBORRICRT
ALTHT 5.

(i) ¥R

BrREH AN, B, EEASBICE VAU, ST L0 SRR OB ICIEAE U BRE &
ZTHFHAHOEBICETA LTI 3
(4) EFGREEE U < 1B EReofRs, MmBRss U< REWEAON L, 3B aRs+ B, ETARSLY
Yo DRIEI— Y o DRIE LTI DI ERTE D,

(1) FCAFELRVY »IH

FChERTY o URNE, @, FORSEFOEE, MITEDRS R ORI & B iR, SRR L
W UCHERfIc A LTRSS,

(i) —FYU oA

F— U o VHERE, P, BEMSEETOEE, ITEYEA R OEME 2 B AR, Ml uTslEg s
WLTH— Y o VICETALTHT S,

H— kYU v PHIN, BENKETAINEI— MY v R HBOEAZIZANTHNS.,
(5) RAZWT HIZAOBER, UTAFIZERMAT 280N 21, AROERICE L TESZ L0 TRTRIER
LoV FV, KROERGEEG D LOTH - TR LAV,

BRIZST TROZHE L L, TNFThoLCBadT 5.

(i) ARHEER  KRMEERAOBERICE, ERAKERGWS. 720, @y, SRl VoA it Eolz
DO AMERE T TR T D 2 &N TE D,
hse 3, BN, RFRUBRNEEORCAVS LOEKBRE, MICHETS bo0E),

BRI (LoD OBEAPEEEREAR, BREMHERRE (o ZREATES.
(i) FERMEER R EHF OB WG, A V7 HES 7
TEWIT, #0560 B F, o185 0, 2 nmly
T, FOELOBEDLBEREALIEKEERE LTHWA Z LR TE S,

(6) FAzik, JCRETALOMED, HEETZEMNETIHREEMATITRB.

(7) FHTAKERAZAVS L O, WESUHERIRESRICT B, BT MY O A0 OEMAN%,
Fio, pH #7308 UIT7T A U 2MABZ LN TS,

(8) FHITHEEETHILON, MAEMORTEBIETAICEY 2HOWYIREEREMZD I ENRTED,
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(9) ARRCEMINZERERER, BN, KTROBGHEARNBSOXZCAVDI LORKBE, MIIEHETSLOO
Fh, =R R UURRBRE oD ICHEAETS. L, 2R XU URBRE (ol OBEASHEESEAE,
PWEMETRARRE (109 ZBATED.

(1 0) KFMEOIRMA SNERRRLZ EE, MICHET SO0 h, BERERE (1os) [CBETD.

(11) & ‘D, T

, M HIET A L oOIEh,

(13)tm&oﬁﬁﬁnt$%&a@i MHET 5 b O0iEd, EHAOREEEMREE (6.06) I[THEHETSD.
(1 4) FEEOBEMS SHNLEREZ: 2%, JNSRET S L 00ED, EHAORBEMEHE FR8%E o7 123EE
.
(15) KHle
(16) &A
T5.
(1 7) 0, SEEEEFANITOE A IFMIENR ST, 3, LEMEERBUIERIIERNIR S IR,
(18)%%%&%%$®ﬁ%mmkﬁ7uﬁ,Lm,bomnqu%U,%mﬁ&%mwmﬁ%wﬁkﬁ%%m,
#Hl, Tum LT THD
(1 9) RANL, ZHIZHTT 20T 2 OREE L IIEas, IcBET A LonIE), koBEH BT 5.
(1) A CHEAMOBEORWEEIE, A2 BT 28NS EN K LT 09% U To+ MY wail, Xt
pH T A7 OBEE L7 b UV Hni & &2 &, KAZET ZICBVWABAIOLTT.
(1) AANCIEMRRR 2T 5 & &0, BRI SOAT, NER, RARUSIUTEE. £, #04
BN RICIAR R YR EA LTV B D L.
(i) AFNCLER, BEFXTRIEAIZMA L&, TOLHBROCEOHH. 7L, BRAOEE % il
REXITFERTEB L L &, ZTORY Tl
(20) AAT2mLUTFOT U 7AREINERISEORE SOFEORRHE L IHEEOHAITD L bolmD
WO, FOATPO NESNE) , TEMBD X TRESEERE) OXFomEx ), TEfd) Ut TR
T} OXFEOTWA L TRZHENTEX S,
2mL EZBLI0mMLUTOT7 U 7AXEINEREOREESONT AFOIEINT nmﬁfémﬁmVﬁsmﬁwa
T, TOLEPZORBICHBEHMINATOD OIS SN AFIZOWTSL, FIRCRIZEIR T3 - R8T
x5,
(zl)ﬁﬂzMwéggm EBHRABYIMEDORANZHC I LOTELREBSR LTS, BAOSTIIKSD
AR 52 58800, KAKSEEOERZAVWSD, UMBKESHEMEOSES .

ZHET D LODE)

3-1-1. %! Parenteral Infusions

(1) #iEANg, URNESET5, @M, 100mL B EOERFATHS.

(2) FEL LT, KypHlitg, THEAT, REHBR2COBHTRESRSN, HBEEANCL BB BAIZIZAD
BHACBELTHAVWL I bH5

3-1-2. #HALERA]  Implants/Peliets

(1) HORAEFANTL, RO FSRSOKREZENE LT, KT, GARAZSICHEDALBEORAY AN
T, MEFWRICIVERT 2BEXIE S VROERATHS.

(2) AT LI, B, £EHmMHEasTawEfy, vy b, w47 0RA7 =7 X3S ROWHE &+
5.

(3) FHE, BUSHET S LoD,
(4) A&,
(5) AAIE, ERFOTEERDRERE, BRSO R E R O OB IRA LR SRE L HH Uy
AN

3-1-3. FREetErES Al Prolonged Release Injections
(1) FRgHEEEAE, RUNCOZZ AP OB BE LT, BRRZPIERT2ERFICHS.
(Z)AﬂzyTbmH,Lﬁ ﬁm% YRR I ST U IR A 0, USRS S e 1

(3) &AL,
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357
358
359
360
361
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4. BIFIZAWSHA] Preparations for Dialysis

4—1. FHWHAA Dialysis Agents

(1) SEHHANE, BIBSEN LRGSR AV DIERIE U 3 RERMT SERONATHD.
ARNTIE, MIBGEST AR O S i A1

(2) XA, BICBIET D LODED, -

(3) &Aoo S HHEE

4-1-1. MEIEGEFTHA]  Peritoneal Dialysis Agents

(1) BRGEZYRALL, MESERCHOSERHOBHRAITH S,

(2) AAVEWAHiz6k, BB, FRSCHENAEZN L, BACERLT—ERRE Lbo, MTHDESIR
MAZ MR DOEFBRBIITTAL, BT, PBUZS U TEETA. =00, #MEMIC LB RICHMTETL,
AR D BRI ICE D R AI O MECRPITIE R B L TCE 0 ER0ITIT O . T OREZ% CRTEAI
B whv%z EsRT 5. ARGRTIEEORAOEAIL, 1—1. kA, 1—3. B Lokt s.

(3) KAWL, pHFEGA, FBRMAH AR EDOFEMAEMZHZ LB TESD,

(4) ARV AEAE, FHCBET D Lo0E), Bk ET S,

(5) AL, BICHRETS LOOED, |
(6) AHIL, MRETDHLODIES, Al
NAETOT (o) #BETHRLCAER (mL) 2
(7) AFIE, BUSRET D HODIF), EHHA
(8) &AL, BHIHET B LOOEN,
(9) KAV LERE, EHAMAT T 2

ET DBE

g

FRRRIE (701 ORECHAT 2BREDLOTHS. 2L, FICH
5 &

(10) A0 LR, BICHET S L OOED, | - FTHLOEMNS.
(11) RFACHVLEEL, WA, SHER XRL3ES i NTEDREBRHBLET
L. BRI LG PERT H5E, BRKEREBYOFEERVD S, LEABRGEBEO AR 4.

4-1-2. MAGENTAA Hemodialysis Agents

(1) MGEIAA, hi@SmcAVAEIRARITHS.

(2) Rl 5z, B, AoRSIHEMAEZ MR, BANCER L T—EF&RE Lo b o, UTEDRM I
MAIEMRA I b OFBRCKTAT S, AMERTIEBOUAMOEAE, 1—1. &4, 1—3. Bz L on
BIZAEL S,

(3) AAL, pHIREH, FRICAIREDOFEMAZMA DT ENTES.

(4) KACHWAHEA, BICEET AL o0E,, EHAEERGELEKRETS.

(5) FANCHCLEIRL, B, MEVMORAZHCILOTEARERBETH. BHOKTITRD ORI
BEHZDE6F, REREEEOREL AV, MHLKESH RO QR LT

5. [EX-MICHERA T SHH] Preparations for Oral Inhalation

5—1. ARl Inhalations

(1) BAANL, EHRDE=T /e LTRAL, KEEIMGEBT 288 THD.

AFNCIE, BABEA, BRABEMBRORAT S —LHB 5 5.

(2) BAORAEGS O HIGENZBEIEREHFRT 50, XERAROBEL TR ABICARETL TAT
5.

5-1-1. B A 3EA( Dry Powder Inhalers

(1) MABRANL, MARR—FEERD L KR EIN:, BARRFOZT7 Y=L LTRATLIMATHD.
(2) FAZBF D120, B, BRSO MM & L, REILS U TR SO & B L TR L5,
(3) AHD S L Ak
(4) ABRNOFEDE ORFIL, 2 ! ’

(5) AATHAVLEINT, B, BHEHL TS, A0SR ERPESRES 2 586813, BiEEoREEMW
D, XEREo g e kT
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5-1-2. WL NEFAY  Inhalation Solutions

(1) MATEANL, R T 7A VR EERTIREROBRAFITHS.

(2) AFEZRSS520, @, FORSCEAROEY %A, pH JAIZ S 2 M, B L THHICERY
AL, REIISUT, AT 5H.

(3) RHTZEHESBMICKETATH LN, MEVORT#EIETHICED DHOBEURETFAZMAD R
TES.

(4) AANZHOCDEFHT, @, Q\Eﬁ%ﬁ&‘?é BEND BT AR OFEEP R E 5 2 28613, BRBREER
HORFEEZHAWDE D, UHMEKERFTAEORER T,

5-1-3. AT /' —LA]l  Metered-Dose Inhalers

(1) AT V=AY, FERICKETALEHERAL & BiL, —EROEHRD &MET 5 ERNE B AR TH
5.

2) AR EBS ST, GWR, FRSICEAMROEN SR, RELRIZREZMAT, BUISRRRE L,

TR OBIHF & S FEH VT BERAGTT D,
(3) &AL, &

(4) ﬁﬁum‘ﬁ;ﬁﬁi *’Hﬂi ol u 2L a1 0.
(5) AAIZHWBER, Wl HEMOBHERLTD.

6. BIZH 59 HMH| Preparations for Ophthalmic Application

6— 1. AIRAl Ophthalmic Preparations
(1) SBEMNT, Rl CoIRMEICEAT 3, Mok, XSRS U LRSS L WA ER o EEE
Thb.

(2) A# AR 5203, @, BN ICEMEEMEL, BRRSIIERELIIEHLC—ES#E LELD
SAFE DRI IRMA EMA T b O BERRICKHTAT S, L, BAEDICL3FRICHNICET L, M SE
if@ﬁﬁﬁ%ﬁ@ﬁ&@%&z%mt TE BT HONIIT Y. %ﬂﬁ‘@ﬂﬁ?%fTr%éhin%%ﬁ
By 5. '
FBGAM U FRREE U TRV A ARRITC, 2o TRIBE ) oXXF 284 5 L oo, B IERT (L
T, @Rl &) ) RATLENRTED.

(3) KF &4 DIHVHEH, iﬁﬁ LR BRI S, RAIOERIICEE L TEE 2 b O T niEih
SV ER, AAOETEIREBITHLOTH - Tk bz,

ERE ST TROZHERE 5.

(i) AMEEH : ARERIRAIOBEANC T, WEUKULEY 2SR 2 O D, BT DRI, RIEHT K

XL L K MEER 2 5.

(i) FERMEVEAD : SEAMERIRA OBANC LY, B, #dpmzAv5. £, MO EBEE G IR MEER L L
ANBZENTED.

(4) RFSUIRANCEEG T 2882 S, IIREET S bo0E,, BAFPTE2ENETIHEHEZ ML TIEAR
B0,

(5) AN, BREGRIETH-DEMAT MY O ATEOIEIOFMAE, £, pH 2T 508 TT
MDY EMIDZENTED.

(6) AAIR OB SN EMRIEL EHIE, MERET D LOOIEh, )
(7) AFTHERESBEHICTE TAT 2L O, Mé%m%ﬁémmT@m505P®awa%ﬁﬁwm4o &
T&D.
,(8) AFNTHREETIH D S OIIFANCHST T DRKEOBRRHR L S, WICBET S L0ODIE),

(9) AH RO SRR 803, SHCEET 2 Lo oidn
(1 0) WIMERIBH P ORI, @, WKRTRISmUTThHB.
(1 1) RANZHWDERIL, Lm@
REEL 5. AT KON
Mo @aEE .

6 — 2. BREKEHA!  Ophthalmic Ointments
(1) BRI, EIELA & o BRI 3 % EI O SR C b 5.

HETA.

DRI KB X SR VBT H HRE
‘%5—;{6&39& RAKDEBREORBREH DD, ARG SR
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474
475
476
477
478

479
480
481
482
483

484
485
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(2) AFl2B4 200, B, Vv o loRHE AR OERSUIBMABRLBRILTHE L L, g8
TTATD. 1220, BEBILDBEECHMCEE L, R OREE CORETEAOMMCHEEEELTT
EDHTITHERICIT Y.

(3) KA TELEEHGERIIKLTATILILONE, MAEHORTHHILTICRY DROBORGEEREZMZ D Z &N
T&ED.

(4) AFNE, BUCBET S Loz, Bk
ST gl LB EITS.
(5) &FhL, BHCHET D LOOIES, BREHO & BIERY
(6) AFAlp o] T W, 75 m UT Th 5.
(7) AT, BEdlakioan) R A .
(8) ARFUIHWLEE, O, MEDOBRAZHESILOTEIRBER LTS, WHIO LIRS ORGP
a5 2 DA, BARKEAGEEOFSRE VSN, TR KRERKESMEDLES Hid .

7. HIZE 5T 38H Preparations for Otic Application

7—1. RHA Ear Preparations

(1) KFANEL, ATXEPECEREST5S, R, RISHESESE L BEBER L THO S RERE L EEED
HHETHD.

(2) AFEWET A3, @, BEORSICENAEZMA, BRI SIIEMRELCIBBLT-ESRELELOD,
RAAEESCHRMBEM AT OFFBIIETATH, 20, BAEMIC X BRI EIT L, BET-A O
MAERPRATEZ B L CTE BITEROIAT ). AR ORE 2% TRTHE I wv%d B4 5.

B R, WEICHY DA, 6 — 1. AIRA ok e s,

FRIFE R SO RS L TRV S ARFIT, oI TEERL OXFE/ET D b oW, SRR (e
T, TEMRE] L), ) BT EMRTES.
(3) AAIZ WA DICHCDEA, ULABNAS T DA &2 0T QRO ZHE T 5.

(i) RHEEARL . AR AHROBAR CHA 2 @R A 212, BRUK B ek mH 2 By 5.
20, EEICET S8, BT BB S0, WIERTSOK UL U7k ER 4 v D,
(i) FEAMEEA  JEAME R A OBEANICE, B, fiitz M5, £, EWAERIEA O IEKMEERI S LT
Wbz &R TES.
(4) FARIARFNEATT DEMIER S, SHCBET D L 00E), Helld2BMET o9 ama Tidn
72U,
(5) AR CHLEREREBICAETCATDLHON, MEBORTEHLES HICREY Z2HROBNLEEANEMAL Z &N
TED.
(6) FHIROHEM S Eifikle ¥ c, 1
T5,
(7)) RANCHWHERIL, B, KREFEELTH. MHORTCKDORENEE® 5 2 256108, BREBZER
HOREBEZAVLD, UHEARZEREORE 2T,

 BICHEET D L OOED, B

8. BICHEBATHHMA Preparations for Nasal Application

8 — 1. MHAl Nasal Preparations

(1) S8aANE, SIEOTRERIcRE T oRATHS.
AANTIZ, AREERAR SRR B 5.

(2) AFNZ, BEIELT, AT L—Ky 7 EOEYRN% R 0%

(3) AHD> b, & WoHES D LODIED, B

8-1-1. A EAl Nasal Dry Powder Inhalers

(1) HABEAN, ABCESTLEBROEARITHD.

(2) FAZET DT, @, AONRSE2EECEMART &L, SEIEUTHENAI SR LTHRET A,

(3) RFRZHODAEIFL, B, BHEEBRLTH. HHoRMTEBSBNEEYE 25560, BEEOREREAV
B, XIIBHREO A M.

8-1-2. Al  Nasal Solutions
(1) EEEHE, SRS 2R, TAMEREELITHABSE L CTHVW A EROEBEITH 5.
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(2) AAEWS D0, B, FPMRSCERIERCERMA R P2z, EEXUTER L, KEIDSLT, ABT5.
S kA, pH AR E A WD N TE S,

(3) MEFERTHBED L CAVWIART, 0% THEMR] OXFR2FETI L0, EREK USSR
WEBRNTHIENRTED.

(4) AATEEEFEHRICETCATHIHLOE, MEMORETEZRETSICEY S ROBEDNREFEREMEL D 2 LM
TED.

(5) AHENZHWHERIT, @, REERL TS, WHOREIZAS OBRBIIEEY E 2 2481, KRG ER
HORBEBVAD, FEAERKERMEOREE T,

{

9. BIBICEM Y A8A| Preparations for Rectal Application

9 — 1. #%#l Suppositories for Rectal Application

(1) AFNE, BEMAICERTS, FRICE > TEBT 25, LIKICRAERE L3RBT 2L 0D
% BT 5 —EOBROFEBOBATHS.

(2) FAEWET D0, w@E, FRosidm, AR CoimAlEmz TEMLUTHH E Lo bo s, Mk
T2 E UTRIR M S - BRI IE M OIS — oo s 8, BRI TERETAL, B -BETS. ML LT,

G, IR ALA SRR AR D,

(8) ARAE, W, HIWEXESHTWETHD
(4) AAIL, BUCHET B L ODIEM,
(5) AN, Y A
(6) AFNZAVBEEE, Wl
D, XFPEEOOREEHE T

WHAR LT 5. BHOMIIICERSEEY 52 2881, BRitosiszmvy

9— 2. FIISHYEDEH]  Semi-solid Preparations for Rectal Application

(1) EBAEERANITMERXIIIIMNIGERT 2-ACH Y . 7 U —2H], ZFAHIIIRTHR S 5.

(2) RFEWET B0, B, BHSERNAE & LICHMKRE U Y i oty T35, X
BT AR L ATMAER A E LTRSS RUEIA & & BB LTI LT 5.

(i) A2 Y—2F03, 11 —5. 7Y —LFOUEGEICHET S,

(i) BERALEIL, 11—6. PAHOSGEICHES,

(i) EIMAEEANT, 11 —4. BEROMEICEL S,

AAID S B, BELLT L0, HRRENS.

(3) RATEEREEHBICKETAT S LD, MEVORET #BIET IR 2HOBOREEREMZ B M
TED.

(4) AT, B :
(5) AACHWAHERL, EH, KEERLTH. BAORTIOKSOBRBRREL 5 2 561, KKELEE
HORBEZRVD D, MTEREKEBEOREZ T

9— 3. &EBAl Enemas for Rectal Application

(1) BN, ITM A28 U GERET 2RO S v ikoBAITH 5.

(2) AMEWS S, #E], FBACUDEN KRR 2By, RSB CICERUIEBLT—ER
e L, BREIIETATDS. oA, LENA, pHREAIZEEAWLZERTED.

(3) AFNAWDERL, B, REFHRET . WAORHITASORBAPEL 5 2 3861, BKESEE
HoREBERVDY, XGHEKERFREO TR ET.

10. BIZEMT58%] Preparations for Vaginal Application

10— 1. £ Tablets for Vaginal Use

(1) BgEE, BBIEAT D, KR ICEMBEST 5 2 22 L 0 ER S 2 N 25 —E Ok o @i o 85
Thd.

(2) FHEBT D0, @B, 1—1. 8
(3) AFNL, BHHES Z Y
(4) ApNY, Bt AT
(5) AFNAODESE, @O, BEHEHE TS WAHOBHICBASNELE 2 28481, HhEosses Bun
D, XIEhRYEO SR E fid.
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10—2. BEM4A  Suppositories for Vaginal Use

(1) ERARIT, BIGERTS, RBICL > TERT 52, TKITRAICEBRE LN T LIk v EY
5 YEHT 55— ﬂio)}{/f{)\Q‘;‘.ﬂ/ /éi;ﬂ_cg})@.

(2) AHEMEHI21F, 9— 1. BHOBEICHT S

(3) AFNL, @E, HFEULIFETHD

(4) AANL, BRI '
(5) KANL,
(6) KANCAVDEST, W, EMARLT L. Mo STUCRENBEE 52 515480, BhiRto?
DH, RIIPIBHEOEEEH 9.

1

3
Q{.

11, RRGEICHEMATHMA  Preparations for Cutaneous Application

(1) BeRiizai A4 2 fimhic
MLEEND. |

11—1. #MBEFAl  Solid Dosage Forms for Cutaneous AppIiLation

(1) SAHEIEARL, B GEEZE0) INCEBHE L 3BT 5EBOMATHD.
FANZBARBAINEEND.
(2) KAOZESE, WBETDLOOED,
(3) AANCHCLESE, @E, BHERL+5
D BB MEO SR T

RICRERES 5 = b & HE L U s i

X HLEE, BEtoOFESEHY

11-1-1. #MIHAl Powders for Cutaneous Application
(1) SAREANT, BRROAMBERACHS.
(2) KAEES D0, B, FERSICREAR CORMAEMATRMUTHE S Lk, BEkL153

11—2. #HE#EAl  Liquids and Solutions for Cutaneous Application
(1) SMERNT, R EEEEED) UNCBHT 5o TH D

FHGIE, V=2 MEIRGR— s VEIREENRD.
(2) AFREZRY DIz0E, @, HRROCEA, BRI S e, Wi, SO L, REIZSUT, A8
T 5.

AEIDOS B, BRLLTWL O, AR S,
(3) A
B
(4) KENZRAVCLESE, @, KREFRET D MRORTICASORUNEELY B2 55801, BARKES
HOREEFVDD, IEARLEREOBEL .

11-2-1. Y =#* > r#| Liniments
(1) V=Av hAlE, ERICTORAATHOWSIIRE LRk BERTH D

11-2-2. o—=< 3 #| Lolions

(1) a—a AT, YRS 2 KRB UILEE U e S S -4 BRI ch 5.

(2) AHlZBI Lz, W, AR, FNAR UHRK & B R, SMBROUTHLEEE LRk as T &
34,

(3) AANL, HREPICEDSEHHETH L8 H-oTH, FOREAMNBILL TRV E XT, BEBfMLTHELET
5.

BNCHET D booiFn, W

11—3. A7V —%#| Sprays for Cutancous Application

(1) 27 v—#lg, ﬁamA%fﬁ,%;k,@W%,xmawxb&&&k&f IHUGET HHAITH D,
AFNE, BTV —AFIROE T AT L —FRINR S

(2) AR WS B0, W), ﬁwm‘wrmyﬁwmw%ﬁ¥b RIENGEL T, Al Lk, BBIEKTAT
D.

(3) FHDH L,

AZBET D bODTin

11-3-1. =7/ —#]  Aerosols for Cutancous Application
(AR T — B3, BEHCETA LBIE N AILERT A & & IR SE2HET LI AT L—HITH 5.

y
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(2) RAFES B, WE, TS OEEIIEERZ ML, WIRONEA L & bICHEEOFRICETA
L, Mg S TR ERT S LBISUT, OB, LEMAREETRNS.
(3) FAFUHOWLERL, @, MEEOERET D,

11-3-2. W7 A7 —F|  Pump Sprays for Cutaneous Application

(1) R 27 L—#lL, RTZL)BHRROEDINSERETOIATV—HITHS.

(2) KREEWT 2, A, RS RUCBRNAZEROIREL, R CABOFRIIR L 7R2ERTS.

(3) KANCHCAREE, @, [EFESRL TS, HHOSTIIKSOEEBEEE 5 2 5061, EKEEER
HOEREFRCDD, HEKREREBEOTE LT,

11—4. K¥E# Ointments
(1) BRFEHRL, RWIBH T2, A% EAICEM I EBORAITH B,
AN, PR A R ORI AR S 5.
(2) migtEREA TR AL, e, MIEEH, A58, /357 0 L EoRKET & o mlEEIEAE IR L
CTHEMB L, B SEMA, BRLU CEMRXIINHEE, 2RSBTHIERLETRETHN ALY S,
AEHIREH 202120, @6, v 7 od—LROKREEERMEMBL TRMB L, TOmRoEMz, 25Ny
TIZh b ETRETHIVAELES.
HHlOH L, BHRLLTWHOM, R
(3) XANL, £ -
(4) AFNCHWARBT, B, [SEFRLTS. BRSBTS ORBSERE S 2 A8E1, BAREKER
PEDORBE VDD, HEAERKEEEORER T,

11—5. #U—24F Creams

(1) 7 U—2flE, EMICEBASS, AOPBE P ARSI LA FERBOMATH D, mdkBIIZHL L
B OMANCOW IS VLR LT D N TE S,

(2) AFAMF BT, WP, VEYY, BRTAD—AREEFOEE, LA E OTMB 2 M2 T
LU, B, BBk EZFOEE, TR CORMAIZMZ CAIEE L, TOWTHAOHICESR S M T,
FHENMEL, MEEUKEBESDLETCEEPHHICRS ETHhEREEIILT 5.

ARD S L, ERALLTWHOE, ARRET 5.

(3) AHNE, BRIZEN :
(4) KRANCAVZ RN, B, [ERERLTH. HHOSTOKDORBENEES 5 2 5841, EARESES
HORBREBWAD, XIHLKESEREOBEEZET.

11~6. #/VAEl Gels
(1) Z#ABENT, BB T 7 VROBAITSHD.

AFEUTIL, KEFVEIR OIS AV RIRS D,
(2) KFZRT 324, @, RoOFERCLD.

(1) ARELSALANL, BOESICESF LAY, TOEPOFMARURKE N2 CHERIEEH S, mak

UHH, A/ bBIEmz s Z 8 L VG EE 5.

(i) WA ARE, BORSCT U a—AM, R a— A E ok ot ISR R O OOl 2
TR 5.
(3) &AL, | His !
(4) AARNCHAVWHERE, @, |

1%

BEBET D, WAORTUKRSOEBRVBERELE A DHBE, ERESER
PEOESEHWDLD, BRSBTS LT

11—7. BEfHl Patches
(1) BEMTAIE, BRI T 2ATHD.
FHNE, T—THRO Ny TRIRH L.
(2) RHEl284 510k, @0, B EEPREINLORAMEIAE L, FoRoa R EBRUSHLE LT,
HEMAIT S A — CHIEEE) ICBEE L CRIET 5. 70, MUH@mis Ay o ik b 45 Z LT E 5.
VELG LT, HhATH Rl ERROD.
(3) AHoD '
(4) AFHEL,
(5) AADH B, |
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11-7-1. 5 —74l Tapes/Plasters

(1) =78, BEAEKEEERVIEAIZBOARERAITH D

AANTIE, 7F A8 AR OEEAEE L.

(2) RARRS 5043, @, 85, 7725y 27, S0 EORKEROREUTERE S e i L7 L L,
HBD 7 OEE, UIEDRS LﬁmmYMA, EREHAE L, ARBEXE 7T AF o 217 4L X
BIER L CREBALTRIET S, £, S & AU DE 0O FMNAN 5 72 5 IR & BRI, XK
BT A F— (HBEHE) COXMIBRICHEALRIBE LTS 28 TE 5.

(3) FFCH LA, B, BHAFEETS. MHORTCEENESY 52 SBAE, HREOERE A
A7, UIBFEMEOEEEL i

11-7-2, 732 7l Cataplasms/Gel Patches

(1) 2Ny T7HIE, KEELIEHREBVLREAIT

(2) FMEEA D08, B, FH6 a:?u'ﬂﬂ\ 7 ‘) T R EREIKOBMITLREML, SEEHHICT M,
REWER D, WARMm S Fle & UDTQJ\Y ARG LAY ERIUK S RETHI &b, T ?’)JH/L EAEN
EHFIIL, WALICREL TR

(3) KANZHCDHEEL, W, X\&,’&mr‘:“f@ RO SIS OTEPIEEE L 2 SEAE, KEKER
HORGEHVL D, UTEABRREGREO B 24

(3] AFKEERA AL

SE 5 455 Prepdxdtions Related to Crude Drugs
(1) AFERDANT, L L fﬁ“%f B E T OBAITH D, X RA AL MR, BA - AL SH, T
FAl, FEAKA, RUWET X AHEE
ATz, #8HIoFER, Bk, ‘Fﬁt“ﬁf B QERUCHFEE T
(2) RBERUES - BEIClE+ sl ’ilﬁiﬁ’lﬁgiw}ﬂﬁf&‘), RET—RORREERLIE LD THD.

1. TXR#H| Extracts
(1) =X A, FROBHELIMEL TR LE Lo, @M, RoOMENSH 5.
(1) ko 2
(i) §ofec % 23
(2) FHZMT L0, IHNIRET D LOOEF), B, kROFHRICLD
(1) WU RES L LA R BRI Z A, —EEBREE, RREXIF o34 (2) oR—aL—iy
VIRICHE L TR L, SHRE AR L, WO F RTINS, B AKHASLD L O OWEE L, &
PR ARNIRES Z &N TE LM, HRUIBEEL IS
MAEROBERDHD O, To—#a Ly, EREL, SECECCGEZBFAIZ ML T, BE0oicH
T 5.
(i) WO RES L LAEEALTEM > T—ERT R, £RIIKI0 ~ 20(5REME, —ERBIMEL,
EODHER I L O BERSHET S, S50 B HER R ECIRETER L, R Ak EH L S of
ELL, %WL%X§1ﬁ<‘c%Téoﬂ% BORIUTER E 5.
(3) FANE, hxEIFHITHWELAEORKRHS.
(4) KAZ, BICHET D LOOED, RISRT X XA BT 2 E&FRBIEOBRIER CHEEE ORI E T2
; 3 5.
&Ato, RIE R OB ORI L 5.
AHN030 gZAMI L TIRAL L, FIEMS mLE2 A2 TR L%, 5B L, BWEKS mL3C2EEY, AR
Uiz &b, 7=/ A7 8 LA YRBEZ IFENZT%, 727 RIELEPMREL 0D E TREML,
VIR UCAHBL, HFEEE2 mLEUOKEMATSOmLE L, BikET5.
PO B mLa &Y, LUTHRIEOMEE & FEHcEREL, SEER3.0mLETKEIMNZ TSOmL &
(O) Ztﬁljt %“74{}2‘351, x\n’ﬁfﬁ\'}fr T5.

2. #LE Pills

(1) RANE, BoEEsSTI8RoBAcL D,

(2) A &S D003, 0, FRROCEEA, &AL, MBI+ 3@Em2EmgEma TREfLTY
Be Lotk WUARKFECHRKICRETS. £, BB ERICLY, a—F o /8l encEs

v

2:\\
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(3) AFL, BUCHEET SOOI, i
(4) FACHWLREZERE, B, HEHAENINERRLETS.

3. BEH Spirits

(1) BEEAE, a6, SREOFYRSExs / — AT F ) )L ERORBIFICER LT Uik olE<©h
B,
(2) &AL, KKEFBTCRETS.

(3) BANCHWAERIT, JEERETD.

4. B%|-B1#F| Infusions and Decoctions

(1) RARCHEANL, WP AL, B, SR TRE L TRUCRKOMATHD.
(2) FAlzlY 2113, @, EELROXREEEL, Tofks, BEFABICANLD.
1, L, &K L)
M.OE, K, OR, RE e
fliv, H% iy

B2AL B, BRSO glzHAKSO mLEMZ, RISHTNE L%, ZALEAK00 mLA Y, HE,ZEERNLS
SEIMBAL, B%, WILT 5.

HTA 6, — A A EIEIZHARA00 ~ 600 mLEMZ, 3008 BT CEREZ AL L LCHL, BE, L
TA.
AN, FREREG 5,
(3) K#FT, ZhxrW+ a2l AEERORERS S,
(4) AFCHWAERL, @fl, KBEREE+5.

5. &%l Teabags

(1) AT, A6, FEZHRPLHRUORESE L, 1RENFIEREZ IR ORICHETA LERAITCHS.
(2) KENT, BFL 4. B iHoOMRZECHY LS.

(3) FANTHWDLEES, B, BEMARNIRERRLTD.

6. F&#| Tinctures

(1) Frxfliz, @H, £ z2xs ) —AExF ) —n EREKOBRBECER LU TR U RROME TH 5.
(2) AAZWS 2120, BUCHET 2 oo, 8@, FELHERTMTE L, ROBHEXT S—aL—
a EILED.

EHIE  ARAFEYARTRIIANL, 2R UIERON /4 MY T3 ROEBHAE ML, BE L TEL HhE R
OS5 BRI TAEER SS90 T 2 5 CER THIEE U %, SO0 Sic k0 @BRSHET 5. &R0 3/4
WHST Ao EAEMA-GAE, B, BREDICEEOBHAT N THEY, SECEUCERL, BHIE
BOBHEEZELYE TEEETH. T, 2ROBHAZMAGAICE, SEXEUCHRSOBERZNZ 2R
TAHIENTED. 2 AME L%, EBEZ LD, IS8 L TEBLKRETS.

R =g ik FRBEH O UOBHAFLIRT oM, L<EMUTHEL, 28 UCSE TR 2 Bk
TH., INEMTDARBRUBC RS AECTEY, BHEOTO WY, £EREDLh2E TRA I LEEMNLEH
HEMZ, BHESETULSEDZLE, TORBEUCERL, S|RT2 ~ 3 AMKE L%, 51 ~ 3 mL O
ECRHEZFEHSE . T, BHBCEBOZHEAZMZ THEZSET &L L, L<EfL, 92 BRKREL
foth, EERA LD, IAHBLUCEBERES TS, ZOWEh B R OB A RoME S I s Itk -
THEECEET A LR TES,

72720, BBV TRAOFEIZL o THEERAT, MOSHRRUZY /= LOEROBERH D L0, BHE®
—EE LY, EREREL, BROEVEBHEAL Y EMZ TREDSRICHETT A,

(3) KA, KKEBTCRETD
(4) FARNCHCDEEN, [RERBLTS.

7. FEKHF Aromatic Waters

(1) HEKANT, WM H RSy, BRARROMATHS.

(2) FA WS 5100, JRET S booiEn, @E, 2 mL TR ol o 88 R 887K 1000 mL %0
Z TS L IRV IBE -8, REELULEHGT 5. RICPELEAREAVWTABL, HlKkamz, EBLT1000
mL &5, IR mL3E U IREEmE2 g Y0 7, $ilA 4 Y o B Lo UL TR L L Ao Gt b
J<HEML, BKI1000 mLEMZ, 105 L < &REH, 5895, AHENEBER TRV E X505 BYEL,
AR E UK E A, 1000 mL &5
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(3) FHNL, ZheW3 DBV R T ORE BT 5.
(4) KAV LEBE, [JERBLTS.

8. XX XH Fluidextracts

(1) =X AANL, EIROBHIKRT, Tl mLHIc 430 gh O FEMA S 2 S L 2 I/ LRk osch 5
727l MO ERMICHEDH L LR EOREAEETD.

(2) Tz L3, BIZRET D LODIED, @, FEPHRUIME L L, RoOBHEX T A—aL—
EIVE B

Bk FEEo—Eit T L O EUSES
#5 AR SUTFNEMR D 3-8 5 CHEIR TR L%, OS5 PIc X0 B HE5. myl, shigo
S BLAMOTHEOR 34 (Y T2 AW 1 IHE S UCHNICERIEL, FIC, SBEWICERo@ BaEmz Ty,
P e i 1 BRI L e b, SEIUSUTEGL, B 1RERIIADE-LOEZ ARE L, LEICRSU TERE
Alamz, FEOFHE SBT3, 92 AW Uk, LisEe & 55, IHBLTERRRE T 5.

SRzl Uk ASE 1000 A L Y, B ERIA AL, X R LTIL, A A S LT ENR T 2
R 5. DA O B IS, BIBO T ARG, AENGDA S E TR IC AN

W2 RHNAIEINR, BEEAH T LEDI-EE, FOXMUTEML, 8572 ~ 3 AR L%, 8505 ~ 10
mL O CRBEA M X5, U f7- 850 mL 24 | BHE E U CHlCRE L, T HSICE 2 A %8
MU T Z8t, HmiEs 5.

2720, ROl R OWEH R L, OB E R 2L > TEYNICETT 5 2 LN TE 5, MHEE o E M
Az LD, BE, ko XM S,

DT 15y oo F i
1000 gL F 05 ~ 1.0mL
3000 gELF 1.0 ~ 2.0mL
10000 g LA T 20 ~ 40mL

WICH 2 Bl & R D X< AEOTBEA HRDAVIIRETLAALIMFE LT, B 1 3HKCebE-bor
AFRE L, B2 HAZMZTI000mL & L, 892 BRI Lo, BBEE L 50, IAB L CGBIAREE T 5.

72U, BIREOWTNAD TR E - THEZRAITC, AERNITTS / —AOEROBENLS LD AEO—
#Wr sy, FHEBHEL, HECEVEBEHAZ 2N CTHEOSHIZREGT 5.

(3) RANY, Zhz#4d5IZHOERORERLS.

(4) AARL, SNCHETH LOOIED, RISTRTR=T X AFIC 81T 2 B R E ORI R O oMM %17 -
7=, T5H.

ok, RIRECHBROBIEIRICLS.

KA 10 g #IVUCIRILL, FIEBImL 2 TR L%, 48U, REYWEKSmL 3°5o7T 2 BE, AFE
FOWERE G, 7=/ A7 b VREE VMRS, 7o 7RIEREPBFRAE LD ECEML, &
BIZISUTABL, HER2mL RUKEZEMZTS0mL &L, Bik: 5.

Wi AR 3 ml 20y, AT, MU ORE & FHRCEE L, SMEAEE 3.0 mL RUYKEM AT S0mL &3 5.
(5) KAWCHWO R, [ERBETD.
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2.9.2. Disintegration of suppositories and pessaries
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Figure 2.9.1-2. — Disintegration apparatus B
Dimensions in millimetres
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2.9.2. DISINTEGRATION OF
SUPPOSITORIES AND PESSARIES

The disintegration test determines whether the suppositories
or pessaries soften or disintegrate within the prescribed
time when placed in a liquid medium in the experimental
conditions described below.

Disintegration is considered to be achieved when:
a) dissolution is complete,

b) the components of the suppository or pessary have
separated: melted fatty substances collect on the surface of
the liquid, insoluble powders fall to the bottom and soluble
components dissolve, depending on the type of preparation,
the components may be distributed in one or more of these
ways,

¢) there is softening of the sample that may be accompanied
by appreciable change of shape without complete separation
of the components, the softening is such that the suppository
or pessary no longer has a solid core offering resistance to
pressure of a glass rod,

d) rupture of the gelatin shell of rectal or vaginal capsules
occurs allowing release of the contents,

e) no residue remains on the perforated disc or if a residue
remains, it consists only of a soft or frothy mass having
no solid core offering resistance to pressure of a glass rod
{vaginal tablets).

Apparatus. The apparatus (Figure 2.9.2.-1) consists of a
sleeve of glass or suitable transparent plastic, of appropriate
thickness, to the interior of which is attached by means of
three hooks a metal device consisting of two perforated
stainless metal discs each containing 39 holes 4 mm in
diameter; the diameter of the discs is similar to that of the
interior of the sleeve; the discs are about 30 mm apart.

The test is carried out using three such apparatuses each
containing a single sample. Each apparatus is placed in a
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2.9.3. Dissolution test for solid dosage forms

EUROPEAN PHARMACOPOEIA 6.0

beaker with a capacity of at least 4 litres filled with water
maintained at 36-37 °C, unless otherwise prescribed. The
apparatuses may also be placed together in a vessel with a
capacity of at least 12 litres. The beaker is fitted with a slow
stirrer and a device that will hold the cylinders vertically not
less than 90 mm below the surface of the water and allow
them to be inverted without emerging from the water.

Method. Use three suppositories or pessaries. Place each
one on the lower disc of a device, place the latter in the sleeve
and secure. Invert the apparatuses every 10 min. Examine
the samples after the period prescribed in the monograph.
To pass the test all the samples must have disintegrated.

Figure 2.9.2-1. — Apparatus for disintegration of
suppositortes and pessaries

Dimensions in millimetres

METHOD OF OPERATION FOR VAGINAL TABLETS

Use the apparatus described above, arranged so as to rest
on the hooks (see Figure 2.9.2.-2). Place it in a beaker of
suitable diameter containing water maintained at 36-37 °C
with the level just below the upper perforated disc. Using

a pipette, adjust the level with water at 36-37 °C until a
uniform film covers the perforations of the disc. Use three
vaginal tablets. Place each one on the upper plate of an
apparatus and cover the latter with a glass plate to maintain
appropriate conditions of humidity. Examine the state of the
samples after the period prescribed in the monograph. To
pass the test all the samples must have disintegrated.

{1) The materials must not sorb, react, or interfere with the preparation to be tested,

D. water

A. glass plate

B. vaginal tablet E. dish, beaker

C. water surface

Figure 2.9.2.-2.

01/2008:20903

2.9.3. DISSOLUTION TEST FOR SOLID
DOSAGE FORMS

This test is provided to determine compliance with the
dissolution requirements for solid dosage forms administered
orally. In this chapter, a dosage unit is defined as 1 tablet or
1 capsule or the amount specified.

APPARATUS

Apparatus 1 (Basket apparatus). The assembly consists

of the following: a vessel, which may be covered, made

of glass or other inert, transparent material”; a motor; a
drive shaft; and a cylindrical basket (stirring element). The
vessel is partially immersed in a suitable water-bath of any
convenient size or heated by a suitable device such as a
heating jacket. The water-bath or heating device permits
maintaining the temperature inside the vessel at 37 £ 0.5 °C
during the test and keeping the dissolution medium in
constant, smooth motion. No part of the assembly, including
the environment in which the assembly is placed, contributes
significant motion, agitation; or vibration beyond that due
to the smoothly rotating stirring element. Apparatus that
permits observation of the preparation and stirring element
during the test is preferable. The vessel is cylindrical, with a
hemispherical bottom and a capacity of 1 litre. Its height is
160-210 mm and its inside diameter is 98-106 mm. Its sides
are flanged at the top. A fitted cover may be used to retard
evaporation, The shaft is positioned so that its axis is not
more than 2 mm at any point from the vertical axis of the
vessel and rotates smoothly and without significant wobble
that could affect the results. A speed-regulating device is
used that allows the shaft rotation speed to be selected and
maintained at a specified rate, within * 4 per cent.

Shaft and basket components of the stirring element are
fabricated of stainless steel, type 316 or equivalent, to the
specifications shown in Figure 2.9.3.-1.

(2) Ifa cover is used, it provides sufficient openings to allow ready insertion of the thermometer and withdrawal of samples.
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{724 DRUG RELEASE

This test is provided to determine compliance with drug-release requirements where
specified in individual monographs. Use the apparatus specified in the individual
monograph. Replace the aliquots withdrawn for analysis with equal volumes of fresh
Dissolution Medium at the temperature specified in the monograph or, where it can be
shown that replacement of the medium is not necessary, correct for the volume change in
the calculation. Keep the vessel covered for the duration of the test, and verify the
temperature of the mixture under test at suitable times.

TRANSDERMAL DELIVERY SYSTEMS—GENERAL DRUG RELEASE STANDARDS
Apparatus 5 (Paddle over Disk)

Apparatus— Use the paddle and vessel assembly from Apparatus 2 as described under
Dissolution {711 _, with the addition of a stainless steel disk assembly* designed for
holding the transdermal system at the bottom of the vessel. Other appropriate devices
may be used, provided they do not sorb, react with, or interfere with the specimen being

tested?. The temperature is maintained at 32 + 0.5°. A distance of 25 + 2 mm between the
paddle blade and the surface of the disk assembly is maintained during the test. The

vessel may be covered during the test to minimize evaporation. The disk assembly for
holding the transdermal system is designed to minimize any “dead” volume between the
disk assembly and the bottom of the vessel. The disk assembly holds the system flat and
is positioned such that the release surface is parallel with the bottom of the paddle blade

(see_Figure 7).
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disseluton
vesser

RPaddte

Fig. 1. Paddle Over Disk.(All measurements are expressed in mm unless noted
otherwise.)

Apparatus Suitability Test and Dissolution Medium— Proceed as directed for
Apparatus 2 under Dissolution {711} .

Procedure— Place the stated volume of the Dissolution Medium in the vessel, assemble

the apparatus without the disk assembly, and equilibrate the medium to 32 + 0.5°. Apply
the transdermal system to the disk assembly, assuring that the release surface of the

system is as flat as possible. The system may be attached to the disk by applying a
suitable adhesive® to the disk assembly. Dry for 1 minute. Press the system, release
surface side up, onto the adhesive-coated side of the disk assembly. If a membrane? is
used to support the system, it is applied so that no air bubbles occur between the
membrane and the release surface. Place the disk assembly flat at the bottom of the
vessel with the release surface facing up and parallel to the edge of the paddle blade and
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surface of the Dissolution Medium. The bottom edge of the paddie is 25 + 2 mm from the
surface of the disk assembly. Immediately operate the apparatus at the rate specified in
the monograph. At each sampling time interval, withdraw a specimen from a zone midway
between the surface of the Dissolution Medium and the top of the blade, not less than 1
cm from the vessel wall. Perform the analysis on each sampled aliquot as directed in the
individual monograph, correcting for any volume losses, as necessary. Repeat the test
with additional transdermal systems.

Time— The test time points, generally three, are expressed in hours. Specimens are to
be withdrawn within a tolerance of £15 minutes or £2% of the stated time, the tolerance
that results in the narrowest time interval being selected.

Interpretation— Unless otherwise specified in the individual monograph, the
requirements are met if the quantities of active ingredient released from the system

conform to Acceptance Table 1 for transdermal drug delivery systems. Continue testing
through the three levels unless the results conform at either L , or L 5 -

Acceptance Table 1

Number
Level Tested Criteria
L, 6 No individual value lies outside the stated range.
L, 6 The average value of the 12 units (L , + L ,, ) lies within the stated

range. No individual value is outside the stated range by more than 10%
of the average of the stated range.

L, 12 The average value of the 24 units ( L gL+l 3 ) lies within the stated

range. Not more than 2 of the 24 units are outside the stated range by
more than 10% of the average of the stated range; and none of the units
is outside the stated range by more than 20% of the average of the
stated range.

Apparatus 6 (Cylinder)

Apparatus— Use the vessel assembly from Apparatus 1 as described under Dissolution

(711}, except to replace the basket and shaft with a stainless steel cylinder stirring

element and to maintain the temperature at 32 + 0.5° during the test. The shaft and
cylinder components of the stirring element are fabricated of stainless steel to the

specifications shown in_Figure 2. The dosage unit is placed on the cylinder at the
beginning of each test. The distance between the inside bottom of the vessel and the
cylinder is maintained at 25 + 2 mm during the test.
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Fig. 2. Cylinder Stirring Element.® (All measurements are expressed in cm unless noted
otherwise.)

Dissolution Medium— Use the medium specified in the individual monograph (see
Dissolution {7113 ).

Procedure— Place the stated volume of the Dissolution Medium in the vessel of the
apparatus specified in the individual monograph, assemble the apparatus, and equilibrate
the Dissolution Medium to 32 + 0.5°. Unless otherwise directed in the individual
monograph, prepare the test system prior to test as follows. Remove the protective liner
from the system, and place the adhesive side on a piece of Cuprophan? that is not less
than 1 cm larger on all sides than the system. Place the system, Cuprophan covered side
down, on a clean surface, and apply a suitable adhesive? to the exposed Cuprophan
borders. If necessary, apply additional adhesive to the back of the system. Dry for 1
minute. Carefully apply the adhesive-coated side of the system to the exterior of the
cylinder such that the long axis of the system fits around the circumference of the cylinder.
Press the Cuprophan covering to remove trapped air bubbles. Place the cylinder in the
apparatus, and immediately rotate at the rate specified in the individual monograph.
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Within the time interval specified, or at each of the times stated, withdraw a quantity of
Dissolution Medium for analysis from a zone midway between the surface of the
Dissolution Medium and the top of the rotating cylinder, not less than 1 cm from the vessel
wall. Perform the analysis as directed in the individual monograph, correcting for any
volume losses as necessary. Repeat the test with additional transdermal drug delivery
systems.

Time— Proceed as directed under Apparatus 5.

Interpretation— Unless otherwise specified in the individual monograph, the
requirements are met if the quantities of active ingredient released from the system

conform to Acceptance Table 1 for transdermal drug delivery systems. Continue testing
through the three levels uniess the results conform at either L qorl,.

Apparatus 7 (Reciprocating Holder)

NOTE— This apparatus may also be specified for use with a variety of dosage forms.

Apparatus— The assembly consists of a set of volumetrically calibrated or tared solution
containers made of glass or other suitable inert material®, a motor and drive assembly to
reciprocate the system vertically and to index the system horizontally to a different row of
vessels automatically if desired, and a set of suitable sample holders (see Figure 3% and
Figures 4a — 4d). The solution containers are partially immersed in a suitable water bath
of any convenient size that permits maintaining the temperature, T, inside the containers
at 32 + 0.5° or within the allowable range, as specified in the individual monograph, during
the test. No part of the assembly, including the environment in which the assembily is
placed, contributes significant motion, agitation, or vibration beyond that due to the
smooth, vertically reciprocating sample holder. Apparatus that permits observation of the
system and holder during the test is preferable. Use the size container and sample holder
as specified in the individual monograph.
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