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GOVERNMENT NOTICE

DEPARTMENT OF HEALTH
NHo. H, 227 15 March 2012

Schedule G

MEDICINES AND RELATED SUBSTANCES AGT, 1965 (ACT 101 OF 1965)
SCHEDULES

The Minister of Health has, & terms of section 22A (2) of the Medoines and Related Subsitances Act, 1885
(ACE 10T of 1888), on e rectmmendation of the Madicines Consteal Counsil, made and uptiated the Scnedules
in the Schedule.

This Schedule amends the Schedules as published In Goverrsment Notice 1230 {Medicines and Related
Substances Act 1965 (Act 101 of 1968} Government Gazede 32838, 31 Decemsber 2008 using the fullowing
soreentich:

» \Words in sguars brackets {e g [Valerian] in Schadule 1), idlicate aimission from a Schedule

SCHEDULE
In these Bohadules, “ihe Act” means the Medicines and Related Substances Agl, 1865 (Act 101 of 1568)

Nofe: Whers an sliernative schedule(s) is incluges in natural parettheses st any Dot of ge inscriptios, this is
provided o indicate one or more aitlemative scheduling designetonis. This s for information oniy and shall not
be used i the interpretation of such inscription.

SCHEDULE 4

Ambiroyol
Amocrolfing,

Ghloroform:, preparations and mixtures comzining more than 08 percent and less than 20 perent of

chivroform,_except for industrial surpeses including the manufacturng gnd compounding of groducts not
infended for medicingl use. (30, 58

Ibuprofen

8 wien contained in preparations intended for applicabon tc the skin; {82, 83, 84).

b when contained in oral medicingl preparations supplied in a solid dose form as divided Soses containeg
in packs not exceeding 24 dosage units or divided doues and containing ibuprofen aa the oriy active
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Hohedule 1
therapeulic substance, intendad for the treatment of mild to moderate pain or Tever of nflammatory origin
or for the reatment of post-iraumatic conditions in adulls and chiigren over 12 years of age where the
resomrnended daily dose of ibuprolen in the case of aduils does not exceed 1,2 grams and in children 12
vears and oider does not exceed 20 miligrams per kilngram of body weight. (82, 83).

Nicotine, when isdanded for humen medicingl use as an aid o smoking cessalion. when registered and
presented ag nicotine ransdenmal patches for continuous application o the skin in strengihs uo to an inciiding
2imgiZd nours (52, 831

Zinc satls, fvhen intended Tor veterinary ass as an injection, exgept]

a. excepl when intended for oral ingestion, where the daliy dose i less thas 50 miligrams of elemental
zing, o when intended for topical use by humans), (S0}, ior}

b sxoept wien infendsd for topica! use by humans: {80},

d. extep! when registerad in tarms of the provisions of the Ferlilizers, Farm Feeds, Agriculiural Remedies
and Stock Remedies Acl, 1847 (Act 36 of 18471

[Vaierian|

- END SCHEIRLE 1 -

SCHEDULE 2

{Amorolfine]

[Beclomethasone, when intended for nasal adminiztration (other than by aerosol), in the treatment of
the symptoms of seasonal aliergic rivinitis {hay fever in aduits and childeen over 12, subject to a
maximum dose squivakent to 10 micrograms of beclomethaseons dipropricnate per nostril, a2 maximem
daily doge equivatent to 200 micrograms of beclomethasong diproprionate per nostril and a maximum
of 200 doses per pack. {83, 844

Baciomethasone diprogsionate when intended for nassi adrynistration 23 an agueous sarsy, ofther than by

aduliz and shildren gver 12 vears of age. subeciio

(4} 8 meximumn dose of 100 micrograms oer nostril and a mexanum daily dose of 200 micrograms per
nostril ang

(b} a maximum pack size uf 200 dosas. (83, 54)
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Sohedule 2

Dexlremetnorohan

[Flunigojide, when intended for nasal adminisiration, other than by aerosol in a strength not exceeding
8,025 percert {miv), indicated for treatment of the symptoms of seasonal aliergic chinitis (hay faver) in
adults and chijdren over 12, subject {o-

a. a maximan dose of 58 micrograms per nostrl and a maximum dally dose of 180 micrograms per
nosird in the case of adully and children over the age of 16 years:

b, @ maximum dose of 25 microgrars per nositri! and & maximum tally dose of 75 micrograms per
ricstyil in the case of children 12 o 16 years of age; and

e. & pack size containing not more than 240 doses. (83, 54)f

Flunpmolide when intended for nagal gdministratinn 8 an sguecus shray, other an by pressulises aeroscl i
a sfrenvth ool exceeding 8.028 percent imfyy, and indicagted for reatment of the symploms of seasonsd alleenic
fhnilis fnay fever) i adults and ohlidren pver 12 vears of age, sublest 1o

iay 3 maximum doss of 80 micrograms per nostrl and a maximurn dasly dose of 100 micregrams per
nostrilin the case of adults and chiddren over 16 vears of age:

{b) a maximum_dose of 25 microgqrams par nosirl ang a maximum daily dose of 73 mictograms per
posti in children 12 in 16 vears of age:

Fiuticasans brogionais when rtended for nagsl administration 85 an agusous spray, other than by gressurised
sarosol and irdiested for the shorttery fdess than 6 monins prophviaxis and treatment of e svrmptoms of
seasonal allergic rhindis (hav fever) in adults and chidren cver 12 years of age, subject {o

{a) @ maximum daily dose of 100 microarams per nostril; and

(b @ radmurs pack sive of 120 dogses (83, S4)

ihunroder when contained in oral mediting: preparations

4. conrdaining shuprofen in combination with One or more other atlive therepeulic subsiances angd vended
for the remtmont of mild {0 moderate pam of Tever of mtlemmatory ongin for 2 maximum teaynment period
of 103 days whete the recommandsd datly gose of buprofan in the case of adulis doss not excesd 1.2
grams and in children over the age of 1 vear and up 1o and including the age of 12 years does not
excesd 20 miligrams per kilogram of bady weight. {53}

23 contairmg buprafen as the only sotive herapeutic substance in orsl liguid preparstions in packs not
exceading 100 1 in volurme o in ofal soild preparations in packs exceeding 24 dosage units or divided
doses when inlended for adulty and onlidran over the age of 1 vesr for the eatment of mild 1o

rrexdoraie pain of nfammatory ongin B 2 maximum Peaimant pecind of 10 days, or for the irestment of
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Schaduie 2

fevar of mhammatory origin or for the reatment of past-fraumnatin condifions where {he repommensded
daily dose of ibuprofen for adults does nit exceed 1,2 grams and for chiloren over the age of 1 yew and
up to and including the age of 12 years does nof exceed 20 milligrams per kiloagram of hoty weignt, {$1,
53}

g, farthe emergency treatmnent of acute gout attacks for a maximuym treatment period of S days; (83)

d. exeept when intendad for the treatment of haemotiynamicaily significant patent duttus arteriocsus in
infanis loss than 34 weeks of gastations! age. {84},

Melatonin, when used for the amelicration of desyncronosis (jel-lag) in doses not exceeding Amg daily, {541

Mometasane furoate. when intended for nasal administration as an anueous spray, other than by pressurized

aernsol and indicated for the reatment of the symptoms of seasonal or perernnial allergic rhinitis thay fever) in
adults 971 chidren batween the age of 2 9nd 14 years of age, subledt o

b, @ maximum pack size of 200 doses (83, 84

Micoting when regisired for hurnsn medicing! uee as an aid 1o smoking cessation and presented as niogting
qum or inzenges containing more than 4ma nicotine per plece (50 as melered sprays containing 1ma per

21malf24 howrs. as pral solid dosage forms containing 2mg or less, of as inhalers containing 19ma or less per
caririios (51, 83

Omeprazoie when intended for the lameorary shorbterm refief of hoadnurn and hyperacdity. sublact o
B, g maximum dally dose gf 20 mo
b & maximum ireaimert period of 14 davs. (54]

180ma per 24-hour period. {53)

Parftusronctane excent when intendad for infrancular usg (54

{Froguani when used in combinalion with chioroguine snd infended specifically for malaria
prophylaxis. (84)]

Estapamulin, when intended for lapical avplication to the skin, nargs and external ear, {54)

- END SCHEDULE 2

SCHEDULE 3

Comealciferd sse Yiamin D
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Schedule 3

{Beciomethasone - see corticosteroids.]

Beclomethasone dipropionate, when intended for inhalation or nasal administration, except when intended for
nasal adminisiration as an agueous spray, other than by pressurised aerosol, and indicated for the treatment of
the symptoms of seasonal allergic rhinitis {hay fever) in adults and children gver 12 years of age, subject to

{a) a maximum dose of 100 micrograms per nostril and a maximum daily dose of 200 micrograms per
nostril and

(b} a maximum pack size of 200 doses. (32, S4)

Cvphenothrin (Pyrethroid). except when reqgistered in terms of the provisions of the Ferilizers, Farm Feeds,
Agriculiural Remedies and Stock Remedies Act, 1947 {Act 36 of 1947,

Budesonide, when intended for inhalation [and for] or nasal administration. (Sd)
Butecosone, when intended for inhalation [and for] or nasal administration.
{Corticosteroids {natural or synthetic), when contained in preparations intended for inhalation, except -

a. beclomethasone dipropicnate, when intended for nasal administiration, other than by aerosol,
indicated for the treatment of the symptoms of seasonal atlergic rhinitis {hay fever) in adults and
children over 12, subject to a maximum dose per nostril of 100 micrograms, a maximum daiiy
dose per nostril of 200 micrograms and a pack size limited to 200 doses; and

b. flunisolide, when intended for nasal administration, other than by aerosol, in a strength not
exceeding 0,025 per cent (wiv), indicated for treatment of the symptoms of seasonal allergic
rhinitis {(hay fever} in adults and children over 12, subject to, in the case of adults and children
over the age of 16 years, a maximum dose per nostril of 50 micrograms and a maximum daily
dose per nostril of 100 micrograms, and in the case of children 12 to 16 years, a maximum dose
per nostril of 25 micrograms and a maximum daily dose per nostril of 75 micrograms and a pack
size limited to 240 doses; and

c. fiuticasone propionate, when intended for nasal administration, other than by aerosoi, in the
shori-term (less than 6 months) prophylaxis and treatment of symptoms of allergic rhinitis {hay
fever} in adults and children over 12, subject to a maximum daily dose per nostril of 100
micrograms and a pack size limited to 120 doses. {S2, 54}]

Coriicosierpids _(natural or synthetic), except when listed separately in the Schedules, when contained in
preparations intended for inhalation or nasal administration {S4)

[Flunisolide — see corticosteroids.]

Flunisolide, when intended for inhalation or nasa! adminisiration, except when intended for nasal administration
as an agueous spray, other than by pressurised aerosol. in a strenghth not exceeding 0.025 percent (m/v), and
indicated for the treatment of the symptoms_of seasonal allergic rhinitis (hay fever) in adults and chiidren over
12 years of age, subject to
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Schedule 3

fa) a maximum dose of 50 micrograms per nostril and a maximum daily dose of 100 micrograms of per
nostril in the case of adults and children over 16 years of age;

(b) 2 maximum dose of 25 micrograms per nostril and a maximum dose of 75 micrograms in children
12 to 16 years of age

{c} a maximum pack size of 2400 doses, (52, 54}

[Fluticasone — see corticosteroids.]

Fluticasone propionate, when intended for inhalation _or nasal administration, except when _intended for nasal
administration as an aguecus spray, other than by pressurised aerosol, and indicated for the short-term (less

than 6 months prophytaxis and ireatment of the symptoms of seasona! aliergic rhinitis (hay fever) in adults and
children over 12 years of age, subiect io

(2} a maximum daily dose of 100 micrograms per postril; and

(b} a maximum pack size of 120 doses. (52, 54)

[Ethambutol].
[Ethionamide].

Etofenprox (Pyrethroid},_except when reqgistered in ierms of the provisions of the Ferdilizers, Farm Feeds,
Agricultural Remedies and Siock Remedies Aci. 1947 (Act 36 of 1847}

Hydroxypropyl methylcellulose when intended for opthalmic use {S0}

Hydrochlerothiazide.

Ibuprofen, except when used in oral medicinal preparations

a. containing ibuprofen in combination with one or more other active therapeutic substances and intended
for the treatment of mild to moderate pain or fever of inflammatory origin for a maximum treatment period
of 10 days where the recommended daily dose of ibuprofen in the case of adults does not exceed 1,2
grams and in children over the age of 1 year and up o and including the age of 12 years does not
exceed 20 milligrams per kilogram of body weight; (52)

b. supplied in a solid dose form as divided doses contained in packs not exceeding 24 dosage units or
divided doses and containing ibuprofen as the only active therapeutic substance, intended for the
treatment of mild to moderate pain or fever of inflammatory origin or for the treatment of post-traumatic
conditions in adults and children over 12 years of age where the recormmended daily dose of ibuprofen in
the case of adulis does nat exceed 1,2 grams and in children 12 years and oider does not exceed 20
milligrams per kilogram of body weight; (51, 52, §3)

c. contairing ibuprofen as the only active therapeutic substance in oral liquid preparations in packs not
exceeding 100 mi in volume or in oral solid preparations in packs exceeding 24 dosage units or divided
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Sohedule 3

doges, when mended for adulis and chiidren pver the age of 1 year, for the trealment of mild o
mederate pain of inflammatory origin for @ maximum teatment period of 14 days, o for the treatment of
fever Of inflammatory ongin or for the treatment of post-raumatis conditions, where the recommended
daily dose of ibuprofen for adults does not exceed 1,2 grams and for children over the age of 1 year and
up to and inclading the sge of 12 years does not excead 20 milligrams per kilograms of body weight; 151,
523
tor the smergency freatment of acule gout atiacks for o maxitmum fregtment period of 5 days, (82}

& whan tended for the reatment of hasmodynamically significant patent duclus areniosus in infan!s loss
than 34 wesks of gestational age {84)

imidapril,
indacataral,

infusnza virys vaceine,

Lacosamide

Maorogo! (polvethylene glycol, when used Ry feecal impaction, or R the purposes of bowsl Claansing prior bo
surgety or disgnostic procedures, gxpent when intended for the trestment of conslipation, {801

Mometasene furoate. when intended for inhalabion or nasal administration, sxcept when intended for nasal
administration as an aguecus spray, dther than by pressurized aerasol, and indicated for the treatment of the
symntoms of seasonat or perennial attergic rhinitts (hay fever) in adulls and children bebwveen the age of 2 and
11 vears of o subectto

a. @ maxinurn dose of 280 microoiame per nostrl in adulls aod 80 mcrograms per nogiril i shildres: and

b @ mzimum pack size of 200 doses {82, 843

[Nimesulide]. See inscription in 54

Nepafanan,

and presented as nicotine gum or lozenoes (S0 52), 8s meterad soravs containing img per dose of e (50
as nicotine transdermat oalches for continuses gnplication {0 the skdn (81 82 a5 orgl solid doesas forms
containing Zing or jess {52 of @8 irhalers contsining 10mQg or iess per carlridge {S2)

Oristal,_excent when used in g dese not gxceeding 80mg per main meal and not excesding a maximum dose
of 180ma per 24-hour periag. (S2)

Saxagipin,

Tcagein,
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Srhaduis 3

Vidamin D {cholegalgifarol) © preparatinns thereo! fof inlection and orel precarations and mixturasg thered!
conizining rmore than 300 LU, per recomrnended daily dose, excent when registered in terms of he pravisions
of the Fertilizers. Farm Feeds, Agricuiturat Remedies and Stock Remedies Act 1947 (Act 36 of 1847).(80)

-ENL SCHEDULE 3 -

SCHEDULE 4

Algalsidase alfa,
Adglurosidase alfs.
Alginahc Acid ite salie and compexes therenf when iniended for yse o gastric regqurgitation  gasiro.

osophanual refhey and rafiny aeesciated with huatus hernia in infanie gnd young children undar the aae of §
vean (80

Altranogest for g8 In gnimais,
Ambrisentan

Biolegical medicines, injectable preparstions thereof, when intended for human use and unless listed
elsewhere it e Schedules,

b put spesifically including the foliowing
fix} Neiserrig meningfides [polysaceharide] vaocine

Blood collestion bags, when intended for the collection and presarvation of biood for subsequent uses

Beciomethasone dipropionate. excent when intended for inhalstion or nasal administration. (53]

Helatacen

Bicalutamide

Bioliris,

Budesonide eveant when intender for inhaation or nasal administration (8%
Cabaziaxal

Calcium acetste when indicated for reatment of hyperphaosphalaeraia,

[Calsium polysterene sulfonic acid when intended for therapeutic purposes].
Canakinumgh.
Caunritnnt

Chioroguing [except when sold in combination with proguanil for malaria prophylaxis. (521
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Schedule 4
Clyliclosporin.
Corifellitropin alfa,
[Corticosteroids (natural or synthetic), unless listed eisewhere in the Schedules, except -
a. hydrocortisone and hydrocortisone acetate when used as a single active ingredient in a

maximum concentration of 1,0 per cent in preparations intended for application to the skin; ($2)
b. triamcinclone when intended for application to oral lesions; {$2) and
c. when contained in preparations intended for inhalation. ($2, $3)]

Corificosteroids {natural or synthetic), unless listed elsewbere in the Schedules, except —

{2} hydrocornisone and hydrocortisone acetate when used as a single aciive ingredient in 2 maximum
concentration of 1,0 per cent in preparations intended for application to the skin; (S2)

(b} triamcinolone when intended for application to oral iesions; {S2) and

(c) wben contained in preparations intended for nasal administration. {$2, §3)

Daptomycin.

Deconexent (DHA) 380 when indicated for the treatment of hypertriglvceridaemia.

Deferipone,
Degarelix.

Dronedarone.

Eicosapent {EPA) 480, when indicated for the ireatment of hypertriglyceridaemia.

Eltrombopag.
Eptacaog alfa.
Etravirine.
Fingalimod.

Flunisclide, except when intended for inhalation or nasal administration. {S2, S31.

Fluticasone except when intended for inhalation or nasal administration. {S2, S3).

Eollitropin alfa.

Gamithromyein.
Golimumab.

Ibuprofen, when intended for the treatment of haemodynamically significant patent ductus arteriosus in infants
less than 34 weeks of gestational age. (51, S2, §3)

Idursuifase.

Indacaterol.

ixabepilone.
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Sehedyle 4

Katorolae trarmethamine.

Lamonidase.

Levodaba,

Linaglinke
Giragiutide,

Luprosiiol when intended for velerinary use,

Maropitant, woet intended for velenndry uge.

Melatonin, exent when used for the freatment of desyncronosis (jet-lsg) in doses not exceeding 8ma daily (52).

Micafurgin,

Mometasons froate except when interkled for inhalation or nasal gdmmigtistion (82, 53)

Niporandil

Nirregdide,

himatuzuman.

Omeprazole, excedt when_intended for the termporary, short-term relief of neardburn_ans hyperacidity, subiect
i

a. @ maximur daily dose of 20 myg
b Bmaxiign gsaimment pened of 14 days, {82)

Oyphenbutaenne exceot when inpnded snd resistered I the svnochronization of oesirus in terms of the

19471,

Panituzyumab,
Pazomarnib,

Pedisorooctane wien intenged for intragcuiar use, (52}

Phenyibutazong and its derivatives, uniass listed in another Schedulel

Polvdirmeihvislincane see Siiicones oit

Polysterene sulforne acid when intended for therapeutic urpoges,
Plerixafor,
Prasugre),

Proguant, {except when used in combinstion with chioroguine and intended specifically for malaria
prophyiaxis, (52

Retapamulin, sxcapt when mtargsd for mpical agpication (o the epidermis, nares and extemal sar. (82
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Boheduie 4

Rabenacoxis,

Rominiostrn

Silognsin,

Silicong ol (nolvdimethysiloxane! when intended for intraocuiar vse.

Sedivm polystyrine sulphonic acid, when indicated for therapeutic use,
Sugammadex,
Sulphomanudes sxcenl when inlended for appiication to the eves nares and vaging 182}

Tafluprost,
Teriprassin,
Tinranavic,
Trabaciedin,

Listekinyumat,
Veartakalant,

Vaorinostat

- ERD SCHEDULE 4 -~

SCHEDULE 5 AND SPECIFIED SCHEDULE S

a All preparations or mixtures of such substances containing Qr purporting to contain substances thatl is
chermicaly elated and incorgorales g skuciural fraament Into its struchas that is similar io ine stoushue of 4
igted aubstance and for axhibils pharmasacynamic properties suniter W the tsted cubgiance ref@rred o in this
Sohedule inglude the following

{i} The galts and eslers of such subsiances, wherg ihe existence of such salls and asters is
possinle; and

ai;  ali preparations and mixtures of such substances where such preparations andg mixtures
are not @xpressiy excluded,
{ity  ab homologues of Isted subsiznces fheing any chemicaily related subsiances ihat

ncorporate 3 shruchura) faomant ints thelr struclyras it is simdlar 10 the shrushre of 3
Getad subsiance aedier sxhiblt sharmacrdynamie sronertes similar o e igted
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Assnanineg,

Chioroform, @ gubstences, oreparations and mixiures confaining morg than 20 pereent of ehioroform. {81],

except for ndustial purposes intluding the manufacturing and compounding of products not intended for
medicinal use (50 51}

Dapoxetine.

- BND SCHERULE &

SCHEDULE S

& All preparations or midures of such subsiances containing or purporting o contain subiances ihat s

of a fsted substence and for exhibils pharmacodynamic properies shmilar o e lsted supstance

referred o in this Schadule include the following {uniess expressly exciuded or unless Iisted in another
Schedule)

0

he womers of such substances, where the existence of such isomers s possible within
the chermical gesignation:

the esters and ethers of such substances and of the isomers refermad (0 in (§) as well as

the isomers of such esters and ethers, where the axistence of isomers of such esters or
gthers i possibls,

{iFy e sals of such subsiances and of the isomers referred 1 in {1, s well s the salts of
the asters, athers snd isomers referied 1o in (1), where the sxistence of such saits is
ssibis

(% Ihesomers of any of the salts referred to in (), where the axastence of such somans is
posgiis

fv}  a% preparations and mixiures of any of the above,

vy al homplogues of lsted subsiances (being any chemigslly reladed subsiances fhat
incorporate & stuctural Fagment into they stuctures that s similar to the srushete of 2
iwted  substance angdior gxhibil pharmacodynamic pperties simiar to e lsted
substance in the schedules), uniess listed separately in the Sohnedules

[Dextromethorphan)

Phenyibutazone and its derivetives.

~ END SCHEMHLES -
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SCHEQULE?

Al prepargtions or mixdures of such substances coatgining or pUrporiing 10 contalr substances reforred
w in this Schedule inciude the followind {unless expressly exchided or unless ligted in another

Schedule);

{1}

()

(i)

{iv}

v

{vi}

the isemers of such substances, whera the existencs of such ssomers is passible
withins the chemica designation,

e agters and eibers of such subsiances and of ihe somers referred o in (B as
well 338 the isomers of such esters and ethers, whers the existence of somers of
suCh esters or siners is possibig;

the safts of such substances antd of the isomers referred 1o In {J), as well as the
salts of the esters, etners and isomers referred 1 in (i), where the existence af
such salfs s passible

fhe isomers of any of the salis referred 1o m {iil}, whers ine existence of such
momers is possibig;

all preparations ang mixhures of any of the ahove,

all hornoioguas of isted substances {being any chemically relsted subsiances tha!
incorporate a strustural fragment info thelr strugtures that i3 similar to the struchire

of A listed substance and/or exhibit pbarmacodynamic properties similar to the
listed substance in the schedutes), unless lisfed separatety in the Schedules,

Synthetic cannabinoids {svnthells substances with cannabis ke effects) including but not imited 1o

+ pannabicyciohexanni

¥ JWH-018;

 JSNH-200;

s CP-47 497

» OB 47 40708

. HU-210
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Trese Schedules as amended come into aperation on the date of publication in the Government Gazelte

-END SCHEDILE T -

These Bchadules a8 amendad come nto operdlion on the date of publication in the Government (Sazetie,
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