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4 ' Health
N REPUBLIC OF SOUTH AFRICA

Private Bag X828, PRETORIA, 0001 Dr AB Xuma Building1112 Voortrekker Road, Pretoria Townlands 351-JR,
PRETORIA, 0187 Tel (012) 395 8000, Fax (012) 395 8918

Mr T Mohan
UniPharmaceuticals (Pty) Ltd
Blue Valley Centre
Coatbridge Road

Kosmosdal

Centurion

Dear Mr Mohan
Section 21 Authorization for RIFABUTIN 150MG CAPSULES 30’S

Attached, please find the Authorization for exemption under Section 21 of the Medicines and Related
Substances Act by SAHPRA granted for:

e Rifabutin 150mg Capsules 30’s

The quantities for which approval was granted are only estimates based on procurement by
provinces over the last 6 months. Please note that the National Department of Health (NDOH)
cannot guarantee the procurement of these quantities, as NDOH has no control over orders being
placed by provincial depots, and current stock holding might influence estimated quantities.

The following process will be followed to ensure the quality of the product being brought in:

Manufacturer will submit an assay and identification of every batch imported.

An additional assay of every batch will be done by a quality control laboratory.

A random sample will be assayed during the authorized period by a quality control laboratory.

Aggregate statistics to be submitted to NDOH in the first week of each month of all orders

received and quantities supplied per province.

5. The NDOH needs to be advised of the quantities and date of arrival of stocks in terms of this
authorization within 7 days after arrival.

6. The supplier will provide monthly reports, by the 7" of each month, using the attached format of
orders received and issues done.

7. Participating Authorities (PAs) will provide a consolidated close out report of usage using the
attached format on the date when an autherization lapses.

8. The full quantities imported in terms of this Section 21authorisation must be accounted for.
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Section 21 Authorisation re Rifabutin 150mg Capsules 12032026-2

9. Note that this authorization DOES NOT cover supplies to the private sector.

10. Where this authorization is obtained to provide security of supply due to supply challenges from
the contracted supplier, PAs are requested to buy out against contracted suppliers and ensure
that related orders are cancelled accordingly to prevent overstocking once the contracted
supplier gets back into stock.

It should be noted this authorization applies only for use of the product in the public sector with
estimated usage quantities for a period of one month. The authorization is expected to expire on 08
September 2026.

Table 1: Provincial estimates

Province Six Months Estimate
DCS 0
EC-MT 0
EC-PE 0
FS 12
GP 4 200
KZN 0
LP 0
MP 30
NC 30
NW 270
SAMHS
wC 0
Total 4 548

Yours sincerely

&K PRUSTY N
KHADIJA JAMALOODIEN
CHIEF DIRECTOR: SECTOR WIDE PROCUREMENT
DATE: lb[3[262L
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52100023517

SAHPRA Head Office
Building A, Loftus Park
2nd Floor

South African Kirkness Str
Health Products Arcadia
Regulatory Authority 0083

Section 21 Outcome Letter
2026-03-08
Ms Buhle Mbongo
1112 Voortrekker Road
Pretoria
buhle.mbongo@health.gov.za
Dear Ms Buhle Mbongo

REQUEST TO USE UNREGISTERED MEDICINE IN TERMS OF SECTION 21 OF THE
MEDICINES AND CONTROLLED SUBSTANCES ACT, 1965 (ACT 101 of 1965):

Your application dated 2026-03-04 refers

A. STATUS: Approved

B. APPLICANT: Ms Buhle Mbongo

C. IMPORTING COMPANY: Unipharmaceuticals (Pty) Ltd

D. NUMBER OF PATIENT/(S) INTENDED TO BE TREATED: 200
E. UNREGISTERED MEDICINES: GENERIC NAME: No Data

F. TRADE NAME: Uni-Rifabutix 150 mg

G. QUANTITY: 6000 Packs (1)




52100023517

SAHPRA Head Office
Building A, Loftus Park
2nd Floor

South African Kirkness Str
Health Products Arcadia
Regulatory Authority 0083

H. LETTER NUMBER: $2100023517

Section 21 authorization letters are valid for a period of 6 months from the letter date,
unless otherwise specified.

A progress report must be submitted once treatment is completed or on a

reauthorization request

Comments:

Yours faithfully,

Dr Shyamli Munbodh

Manager: Section 21 Category A Medicines

Ms Mahlodi Moropa

Final Approver
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Rifabutin Capsules USP 150 mg
Carton Size: L=85 x B=25 x H=60 mm
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3 £ Rifabutin Capsules USP 150 mg
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D 3o Uni-Rifabutix
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H=60mm 2 39
g <@ s Oral Use
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Live
K 3 x 10 Capsules BioPharma Pvt. Ltd.
Composition; Storage: Store below 30°C.
Each Hard gelatin capsule contains: Protect from light & moisture.
Eifipq(g:(gsp " %0 msg Rifabutin should b d
B=25mm A);()plre)lved colours used in empty capgule Sl:t?stiltjlt‘ltz fo (l)?li‘far:peiz;rin%rgs:atizzt:
shell. without HIV co-infections.
Dosage: As directed by the Physician. KEEP OUT OF REACH OF CHILDREN.
‘P31 IAd eulieydolg sa|nsde) O} X € \
o\
e o St %
3 x
-
asN |[elO S o o
2E®@ | ¢
H=60mm 83 = ]
xnnqgejri-lun cfm | !
= omm
Bw 061 dSN selnsded unngeyry 3 £
g D
14
g;?&hu,ﬁ'o_'\lo' : g::tlﬂ?: rl:;a(:?gtya:torles Private Limited
Exp. Date
B=25mm E;/mﬁdB?oy;harma Pvt. Ltd.
Cabin 1, Survey No. 12, Hissa No. 8, Mauje
BARCODE Kalambusare, Taluka Uran, Dist Raigad,
Pin - 410206, Maharashtra. India.
www.livealthbiopharma.com
i L=85mm I
Product Name Uni-Rifabutix Colour Scheme Prepared By : Proof 1:
Material / Pack Carton Name Signature Date
Design Style : a 09/02126
Dimensions (mm) L=85xB=25xH=60 oy Approved By: Signature / Date
Artwork Code : | LB20/CTN/E/--- o « Marketing: Production:
Coating / Lamination :
Final Date PANTONE: DRA: QC: QA Approval:
Remarks PANTONE:




Rifabutin Capsules USP 150 mg
Foil Size: 140 mm (2 Track)

Rifabutin Capsules USP 150 mg
Uni-Rifabutix

Composition:
i

[approved colours used in empty capsule
hell.

Dosage: As directed by the Physician.

Storage: Store below 30°C.

Protect from light & moisture.

Rifabutin should never be used as a

fsubstitute to Rifampicin in TB patients
ithout HIV co-infections. Exported

KEEP OUT OF REACH OF CHILDREN.

fge Lic. Now :

Manuafctured by:

Centurion Laboratories Private Limited
P 2T Savli Biotech Park, Manjusar,
Gujarat, 391775, India.

Livealth

BioPharma vt Ltd.

LB20FOEl—

by:
Livealth Biopharma Pvt, Ltds
Cabin 1, Survey No. 12, Hissa No. 8, Mauie|
Kelambusare, Taluka Uran, Dist Raigad,
Pin = 410206, Maharashtra. India.
wwniivealintiopharma,com
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140.00 mm

Rifabutin Capsules USP 150 mg

Uni-Rifabutix

Composition:
Each Hard gelatin capsule contains:

Rifabutin USP . 150 mg
Excipients ... e .S,
Approved colours used in empty capsule
shell.

Dosage: As directed by the Physician.

Storage: Store below 30°C.
Protect from light & moisture.

Rifabutin should never be used as a
substitute to Rifampicin in TB patients
without HIV co-infections.

KEEP OUT OF REACH OF CHILDREN.

Manuafctured by:

Centurion Laboratories Private Limited
P 2 Tal Savli Biotech Park, Manjusar,
Guijarat, 391775, India.

Livealth

BioPharma Pvt. Ltd.

Exported by:

Livealth Biopharma Pvt. Ltd.

Cabin 1, Survey No. 12, Hissa No. 8, Mauje
Kalambusare, Taluka Uran, Dist Raigad,
Pin - 410206. Maharashtra. India.

Mfg. Lic. No. : www.livealthbiopharma.com
Product Name Uni-Rifabutix Colour Scheme Prepared By : Proof 1:
Material / Pack Foil Name Signature Date
Design Style Q| c 09/02126
Dimensions (mm) 140 mm 8 g Approved By: Signature / Date
Artwork Code LB20/FO/E/--- o « Marketing: Production:
Coating / Lamination :
Final Date PANTONE: DRA: QC: QA Approval:
Remarks PANTONE:




‘pebley isiq ‘uein exnjeL ‘esesnquieley
alneyy ‘g “ON es:

—aisnzel

“esnfuepy “ued yoajol
P3}IWIT 3JeAlld S3LOJRIOGE] UOLMUSD

"NIYQTHI J0HIVIY 40 1N0 3N

10810id ", 0€ MO[oq 10} 0Ls

SeM UOReNURUODSIp JuaWea1) dIusuoRefel Juana-Bnip & AjueNad U auyap of saissod shempe

ul pue woyy Buuayns ‘sjusned Bm_seﬁ_EScEE:__
PUE JUS13dUIO0UNWLL O Ui PaSSBSSE Sem ‘sualuifel Brup NN Ul Uingeyy o Auiqesaio) sy
:61034433s¥3nav

“oluabojesa} 1o sem m.Eu m:_.mm_nam

*possISiUILIpE 3G plnoys

3S00¥3N0

"d39Y PUB 'NIL ‘SF'S SE 4ons SHYS Jaujo Se [jom se (S534@) swodwiAs auiaishs
pue egydouisoa yym uopoeal Bnip Jo 30UaLING00 ay) 0) pea] Aew asn Brup SSOJOIAGNHIUY

Bnoy) usne usaip)iyo Buipaaj-isealq asoy) 1o uawom jueubaid o} passlsiuiupe
wn E: u_:o:m E.Em_: “ainseal Aleuonneoaid B se ‘Usluom jueuBaid Ul ejep Jo o8| 0} ang
‘NOILYLOVTANY AONVNOId

fsupi I
Ipe=00 J0 510848 8]qiss0d 8y} J sjie1ep sepincid sjqe) Buimoljoy sy L

s

Vsuphue jo 19 9paduul 0} UkoUS Uaaq Sey Poe dAallesoUwesd sy

se B gpg 1e pasn s} ungeyu usym Ausnbayy ssaf patodal usag Sey SIHBAN S[qisianal ‘a1anss o} Pk

nqeju 10}
SemJuane siy) ‘ssepo [eoibojooeuureyd By} 10} UOJOES) BSIBADE PajepUEL €

*syvs Brup sisop uy
*(0aq) suiqeyofez pue spiweuizeikd
%) feu B!
Jonquieyy: q |
I neday Ajases i uied 14 910GEIOW NG B} JO SISEq 94} UQ *(S109Y0 m_n_E_m%:: 0} 05fe 1ojo1 J9E] ) 10} SOAOMOU) PIZEIUOS|
“Juauess) u<s_‘_o:mm_u_obmz pue‘(laq) aus P d 1o
J8UJ0 J0) UOAWOILIUB UM UONEUIQWIOD Ul Ungej snsieA ‘sixeliydoid Dy Ul Adesayjouow K bp g_.csnc [eubip

‘unodsojoko * mn_o_mﬁaueoo mzm_;mmaoazm 8amnm=m 0 Ayinnoe m_:mo:nmk Em_E :EEE__ LT TIVE

uaym panbal aq Aew sBrup yons Jo abesop ayj Jo Juswisnipe Emzﬁg Em_n:m siy) o) m:.a:o_wn
sswizua ay) Aq pasijogelsw sBnup Jo Inoineysq onaupooeuleyd sy josye Aew siojsiay) pue

neday pyn
*paule}s. %i:uc_an aq Aew ‘yos )__m_ow%m 'sasug|

JOBJUOD pog pue upys o) Ajqissod p! I 1
“awnay s uaned syy pasu odjul o<_z ! ]
18100 d P
BAIJOB 9ABL 10U OP ABU] Jey) BINsU 0} 2q pjnoys sjuaned { uingeyu b
‘SNOILNYI3¥d ANV OszSs
P Apepje oty ul |

Apeppz

W) ussaid 3y} Y 109sn a1 poddns o) ejep I yL
uonendod oujelpeed

“sutoAwe o Ajwey

18410 Ym
'SUORO3JUI [BLBIOBGOOAL JO JUBLLeal} AU} 10} LRI pajdacoe AOLIWOD ‘aU) m oouEpIoa0e Uj
e L - 1)Bw G- 051
szokmnsrmzoiz&o.:mgmg.

*Bu 0og 03 peanpt pulngej. )
10) 8 Jojpue (sep 13y)0 J0) ¥ 142j0 Y)IM Uopex u uanIb s1 unngeyl Usym

“pauteiqo
21 UONEUIGIOD U (safnsdeo - €) Bw 009 - 05y

aJe saInno aneBau Jaje syjuow g o) dn Joj sual

*Juabe ejbuis e se (sepnsde z) 6w 0og
WS|[0 G/ UBYJaMO] SUN0D

I NG 3 JO Sixey
synpy

$Q0 UM 8sBSSIP AJH Uim sjusijed uj su

OVIN) Yerd

SUOIPUOD 3YS Aweyans (ve 057dAD) Ve 05td aWwoiyaaiko ay) jo sawkzus ay) 8anpul o) UMOUS Usag sey ulingelry *sfeawjo A i1awiy Aueje asop [e10 A ep ‘26
exaikd uowwo)| “SNOLLOVYALNIONYA NOLLVYHLSININGY 40 QOHLIN ANV A90T0S0d
eibjeayuy uowwoaun siopiosip “(Raupy .m.cm_.& 858y} U pBsN 8qJou pjnoys
eBEAN UOWWOD|  BNSSI} AAOBULOD PUE [£}3[aYSOINaSNIy 10 MOuEW 8U0q ‘Jon] “6°8) JUSWSNOAUI [es80SIA pUB AljeHOW S;8WOIPUAS U} 10 9SNBOS] [enuasse unngey ‘usipjiyd ul pue uawom Buipesisealq pue jueubaid u) [e2WUlo JuBloYNSUI 0} 8N
| 61up 1930sNS U} J0 [EMeIPYIM AEs Uy *BUBEW U0ISIoap oy SiSeq SU) SleWa) uojejussaid [Eoluo ‘pajedlpuruco
uns Si3pios|p anssy pue upis m_, pue ‘sisouberp [ealuo e st $SIyQ "Ppabuojoid 8q Aew swojdwAS 1811 8U} JO J9SUO 0) AW} ‘YYD [ur 1oy uojsuadsns esesjai-paBuojoid Buy 8SN JUBHWOdUOY
paseaIou] swkzus opedo] 5 - ERSEN m_«é a..wa ; e %B:Sma . sjusidioxa au o Aue 9
sopunep wowwooun ale sbrup m_mo_zo._ons.a:m El =_=E se ‘ynowyip si Brup uc_o s ay) :é_.:wv_ *ssaiboud suoise] 4 1o1dwieyli*63) sur 180 q 1A 10 AIoy 1A
fhysel jed ] "sbrup mzo_._ku_nz_s_._.on
uowwoaun mo_:o_m&_IEm Yim (d39Y) w_mo_amzn m:oﬁEmE:Sm _umN_Emzmm w.:um pue Ammmmn_. swoyduwiks
P ooy siopiosip [eugsaIOASeD owayshs pue egydouisos Y uogoeas Brup (NIL) SISA0BY [ewsapida ono} ‘(SPS) Bwoipuks “sinoy 0p-ge Astewixoidde
UOSULOr SUBABIS SB YINS ‘(SyyOS) SUONOBa) 8SJ8APE SN03UBIND 813A8S JO spioda) Usaq aneY aJay ) S| UBW Ul URNGeyu Jo %3 8y *ainos Ateuyn sl Aq Auiew pajeulwile aie se}jogelaW s)i pue Uingeyy
sjisodap [E8UI0) 1310.n200 0} pajiodas uoneuwy3
8AN uowwoaun siapiosip ak3 usaq mm; avao m.,E_m fuessooou 5| zoﬁ_; [eoIpaw _eemu *asn onjoiqyue Buimolio) BaoULEID LM L sun

eIdousos d || ul pajapi q3snw Qya *Awiojosy \bes Aew pue unngeyll jo Aoealys ay) Buiureisns uj sjo [elonio e Aejd o) Ajey si uogenuaouoa Jejnjjecesul ybiy ay L
wsedsououog 0 Kiojoeljal 8 Ueo SUOROBJUI 83 e ‘Kifenow pUe Apigiow poSEaLOU SN AP 3 josueis *$80IN0§
A odh 1"ayanio y LUOO YOIUM & puE Y/ SUp Aowp UewIny woy pauleqo 58 mmsuc.ss Uy g} 0} spydoanau uy 6 wosy paBuel YojyM SOfel Uojesusouoo
isussiedii uouwwoaun [UJ1D*D 10 YA U 4 se ybiy Aien s| unngeyu Jo uonensuad Jepnjjeoeul 8yl
. ysey uowwo) s10pI0S|p wajshs aunww M 1UBLUE1 1100 e} 0] 20ULEID P W AUeASS Ut 6L Aew pue ;.3&: Bupnpour ‘sjuabe “sjone) ewseyd ay) uey) jaybly
. WOo"BLU. MMM eyr————— Il Aieau Jo asn yym papodal usaq sey (QYAD) BAOYLEID PaIBID0SSE S|dlIp WNIPLISO[D). sawn 0-G noge asem Buisop Jaye sinoy #Z 0} dn painsesll suoNeAUsOU0d ay) anssl) Bunj uewny
BIpU| "E]USEIRUBN 90Z0L Y = Uld pest oa_ JpReld : 10BU00.0 S|EAOLIY “5enoed U] “Ujesq 8y} Jo Uoidaoxe au) LM SUBBIO [eLIUR SMOLEA Ul pangLISIP AjBpiM S! UBNGely
'ZL 'ON AOAINS ‘| UIEd u@mmmbmﬂ_“mzmwu“u“ﬂ“n oy} Jo uoneuuojur Buiguosesd jusos) 1sow sy 0} Jajes esesjd ‘SUONEPUBLILIODA JBYWN 104 uonnquisiq
- - *souBisIsal “uonessiulwpe
P11 mE._cr_ao.__muu“‘__Mﬂmm PRSERJ08P uN0o |20 POl SYM 10 5501 0} pEa] Aew YoIYM SAUDIPRIL ADHHIUE PUE SfEINagaIUE B4} Jo suonenuaouoo ewsgd Uy woy sInoy Qg Inoge o} dn SISONIaaN} | o} SaN[eA DI 8U) BAOGE PaUIBIUIL @18 SUORBIUSU0D
b1 90d euiEudoR etedoinen 110 3UCfE) JANGSOJ0S 0 AL 10U NG euwseld Juybr £°0-1040 801 8} Ui SIXew ) 'S30p 853U i *S1BlUNOA AUlieey 0} B 009 PUe ‘0t
u N |_ eadojkooinuessy dju jeso ,‘__>Emm_;_m nesBa01q o) pajwi jou g ‘00€ Jo uonensiulLpe e|buls Jaye Jeali| S| ugngeju Jo sajeuyodewIRyd 8y | *UojesIuILIPE [eio Joye
_c— _ © m_wwwﬁﬂmm% *Q10j210U 1 *JAINPUI VE 0GHJAD B S1 UINGe)ry SINOY $Z pUnole pay | 1des st ufindeyu ‘uew uy
g d pjnous uondiosqy
eluadopfoued uowwoaun :sopjeupooRULIRYY

.m_w,__m_wm_w._n. rumm .vﬂwﬁm elwoeuy uowwog ,eos_wﬁ WSJ00EIaW PRJEIPAL HYE 0S7IAD J0 SIOHGIUL O Sejensqns Se e Sioyqyu esesiold Al y
JEJN90. Inbul I SHIoAN “Aouaioyep-ounwuw paanpul LM
a eluadoyne uowwod K1ap [  siapiosip wajsAs aneyduwA| pue poojg UBWEal s:as. ' 01U U m:mmmasg asay) Aq vmmzmm_ suol >wuw:__ |elswuadxs u se _.mms S8 0IA Ul ‘(QVIN) 8Jgjn]jsoenul
sse|9 uebiQ wask: ‘pue JsiBojoweyiydo ue o} pauajel 8q pjnoys Jused 8y} ‘SIN000 JUBAS UB Yons J| “(spunodwoo =winine "y Buiprjou eusjoeqookuw (jeojdkie) snojnosagni-uou jsuiebe aaoe aq o} Lass sem uANgejRy
s}oay3 ajqeisapun fousnbaiy 19 o«znvw_‘m_ vm.m_mk pue) Lojpue o0 10) Ut m Ul UsnB 1 " 1ou iup|dwiey jojey) uey) Jejeaib
unnqeyu usym pesojiuow Afjnjelea aq py I 1aAN 4 I U} JO 8sneoag S8WH 0} IN0ge Sem sisof N kaps ! I 1o Anoe onnuray L
UMOU JOU, PUE 000 alelkian‘goo* L .w_m—nc_ooc sopol z:mos_wr__:wm\s_wn_

01000 T 0000° JOWILIOUN § . o proup ooooooo_ tv o wMo\c_m: lleatpoLiad paiojiuow ag mmE>N=$m>_ PUE S)unod Jajateyd pue [jso poojq siym jeyy GejL d )

>0}000°0L/L= 8181 °00L/L > 0} 000°}/L 2 UOWWIOOUN :QL/} > 0} 00L/L R UOWIWIOD “0} /L= UOWIU 4 %05 e E_E 2 pAYRBUO Eo: _ms :;oﬁ aney E 08 Jno quS mw_v_:w e.; ul ;a_; Kisn 9“_ 0} :;oﬁ
5 dJosgeln 5 p 12600 soe00 1oy AoA B Ul Auo kiesssoau o . ' ) B " ueunsnipe U8aq Sey SISOJnoIaqN} *J\ JO Sjejos! [ealulfo PUE SUeSs A1ojeioqe] Jsurebe uRngeL Jo AIAROE oA Uy
A Sfews el v o wmmmou ém aunbay Jou seop sz_gE_ |eua ajeIopow O PN *AOUBIOLINSUI JON] AIBAIS JO SBSED :sojueufpooeuLieyd

POSVHOM8pOOOLY
iUy dnos6 ojnadesayjooewuieyq

'SILYTAO¥d VIO TOOVINNYHA

*sisojnoJaqn) Aleuowgng -

“(1dousx yy pue y 1P e -
OW/S{I90 G2 UBY) JOMO| SIUNCO PO

M 35B3SIP AJH UlIM SJUailed Ul SUonaajul (QwH) e Il wnine ‘y 10 UYL=

110y nm_mo_uz_ siunngejy

“SNOLLYOIQNI JILN3dVYIHL

o[nsded unefen pieH ‘04 TYOILLNIIVINYVYHA
dah
p
*sjuaidioxg
*dSnuingejy
:surejuoo s|nsdea ugeysb pieH yoeg
NOILISOdN0D

xnnqejy-iun
Bw 051 dSN seinsded unngeyry

v ww 00"081="1

ww 08L=H X Www QgL="7 :9zIS Huasuj
Bw oGl SN se|nsde) unngeyry

ww 00°08L=H




