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Pharmaceutical Management
Landscape

National level: NLEM,HTA,RDU

Regional level : public Pharm Care

Hospital level : PTC

NLEM : National list of essential medicines

HTA : Health technical assessment

RDU : Rational use of medicine

PTC : Pharmaceutical and therapeutic committee
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. Ensure Availability of Improve
Quality Products Equitable Access
‘ both generic ; particularly for the

| & novel products | poor & near-poor

Encourage Appropriate Use Keep Costs Affordable
of needed, safe, & effective for households &
medicines taken properly health system

Source: Wagner et al, BMC Health Services Research, 2014
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sraudihelniRldSuenias 02
N.FI.
3IgnN1Ian N.FI. N.FI. N.FI. N.FI. N.FI. N.FI. N.FI. 3N
2559
2552 2553 2554 2555 2556 2557 2558
(Q3+1)
Letrozole 0 1,558 2,629 1,330 1,382 2,282 2,237 2,362 13,780
Docetaxel 321 527 879 1,439 1.447 2,892 1,732 1,515 10,752
IVIG 271 679 901 1,059 1.318 1,307 1,285 1,269 8,089
Botulinum toxin type A 102 313 704 690 677 690 692 698 4,566
Leuprorelin 146 145 281 200 204 200 222 220 1.618
L amphothericin B 5 68 139 134 133 198 212 190 1,079
Verteporfin (1 9 30 22 61 (1 (1] 0
15,873
Bevacizumab 2,694 3,908 4,147 5,002
Voriconazole 216 470 402 374 1462
Thyrotropin alpha 21 25 63 49 158
Peginterferon 559 771 1356 1068 3754
ATG 56 100 105 96 357
Linesolid 4 16 16 12 48
Imiglucerase 5 4 9 3 21
Trastuzumab 313 451 764
Nilotinib 509 130 639
Dasatinib 86 60 146
e kY 845 3,299 5,563 4,874 8,777 12,863 13,386 13,499 62,342
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gININ3INGN Antidotes
A19Ufl 9181587 Indication

1 Dimercaprol (British Anti-Lewisitearsenic, gold, mercury, lead poisoning

2 Succimer Lead poisoning in children

3 Methylene blue Drug-induced methemoglobinaemia

4  Sodium thiosulfate Cyanide poisoning (primary antidote for cyanide)
5  Sodium nitrie Cyanide poisoning

Lead poisoning (highly effective in producing
6  Calcium disodium edetate a rapid reduction of very high blood lead levels
(greater than 70 mcg/dL))

7 Botulinum antitoxin inj. Botulinum toxin

8  Diphteria antitoxin Diptheria toxin
Diphenhydramine inj
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Polyvalent antivenum for hemaiantivenum for hematotoxin

Polyvalent antivenum for neuro antivenum for neurotoxin
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18151 Orphan drug Management

Poison center




LAWBAIN LEAINITNISINLAIVDY Antidotes 1%1]‘%!,7](3[17]2]

Sites of stock pile classified by risk management with hosp. capauty
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Number of patient access to orphan drug :

more than 17,000 pt. in 6 year

Fiscal year Antidote Serum Total
2554 49 49
2555 106 106
2556 402 964 1,366
2557 466 4,966 5,432
2558 191 6,234 6,425
2559 (Jun 2559) 256 4,947 5,203
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il The former EPI vaccines distribution channel
Imported Rt
vaccines
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Disease Control Dpt.

Local produced vaccine

(Thai Red Cross, GPO etc)

Regional Disea%ﬂ |

Control
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@ NHSD Primary care unit

Provincial / comr;gunlty
National Health Security Hospital
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Imported \

: GPO- VMI
vaccines e

Local produced vaccine

(Thai Red Cross, GPO etc)

Contracting
hospitals

Primary care unit
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Logistic burden
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COMNPFEREMNTIAL

Test/Parameter Method Specification Result Status
Description Fresenius Light yellow coloured | Light yellow coloured Pass
clear viscous solution clear viscous solution
Identification (HPLC) Fresenius | 1heretention time ofthe | Meets Specifications Pass
major peak in the
chromatogram of the
assay preparation should
correspond to that in the
chromatagram of the
standard preparation, as
obtained in the assay
test. . )
pH Fresenius 30-45 3.7 Pass
Valume in container Fresenius MLT 2.0 mi 21ml Pass
Water Fresenius NMT 3.0% (wiw) 2.8% (wiw) Pass
"Particulate Matter Fresenius Pass
Particle count (==10 um) NMT 6000 77 / container
particles/container
Particle count (>=25 pm) NMT 600 28 [ container
particles/container
Related Substances Fresenius NMT 3.0% 0.3% Pass




3GS

Method

Test/Parameter Specification Result Status
Assay Client's 95.0 — 105.0% of the 100.5% Pass
method/Cipla labeled amount
Identification A (TLC) Client's The Rf value of the Meets specification Pass
method/Cipla principal spot obtained
from the sample solution
corresponds to that
obtained from the
standard solution
Identification B Client’s The retention time of the Meets specification Pass
(HPLC) method/Cipla major peak in the
chromatogram of the
assay preparation
corresponds to that in the
chromatogram of the
standard preparation, as
obtained in the assay
Dissolution Client’s NLT 85% at 30 min. Pass
Dissolution (Rep 1) method/Cipla 97%
Dissolution (Rep 2) 89%
Dissolution (Rep 3) 95%
Dissolution (Rep 4) 95%
Dissolution (Rep 5) 7%
Dissolution (Rep 6) 94%
Uniformity of dosage Client’s For 10 units: NMT 15.0 o Pass
units method/Cipla For 30 units: NMT 15.0
- Acceptance Value m;':
Range N/A

- Reference Value
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(') The Global Fund

To Fight AIDS, Tuberculosis and Malaria

L L : Blister: 4, 26;
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W 45 0603/ 0039 Sufisudeds 31 Hura 2557

aui T QNI 2557 Sufinsvinasd OL LB 2557
WU TR IEY 03 57— 000210

%Bﬂﬁﬁ‘l 1 Gammaraas %ﬂﬁ’lﬁm immune Globulin Intravenous (Human)
IUMIHAA 201303G005 I 3 x 100 ml

fuida Shanghai RAAS Blood Products Co. Ltd

TUHGR 2013.03.14

S TE TR O1 Wi Rmay 2557

LY a o G ] e
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NI IATIER A8dnnei NN TG HENATIEH ajina
Appearance Visual mspection Colorless or yellowish transparent Conform Pass
Ilquld
Anti A Heamagglutining indirect method NMT i: 64 18 Pass
Idﬂl.‘ltit}-’ Zone electrophoresis Human Immunoglobulin Conform Pass
Protein composition Enne ErlE:::hﬂphurEsiﬂ NLT 95“’” 100 %% Pass
.Mu]ﬂcu]ar dlﬂtr]huﬁﬂll‘l N SEC H_PLC a Mmmmﬂr & Dunar NLT %% 97,410 Yo Pass
Tﬂtﬂl prﬂt::m | Kjf:ldahl 'NLT 45 gfl 5"3 52 g,r"l Pass
{)sm{:-iallt:.f FIE:'EEIHE point de:prtssmn NLT 240 mﬂﬂmﬂh kc- 334 mDsan"kg Pass
.PH SIS S - anum;ﬂr_y_ S S oy = PHSS




Paul-Ehrlich-Institut 8%

Federal Institute for Vaccines and ‘“~
: Biomedicines
- DAKKS
, Otoche D-63225 Langen, Germany
Akkreditterungsstelle
D-PL-13085-02-00 Fachgebiet 3/1
Section of Immunochemistry
* T ] 1 -
Ant-D Ph. Eur. 2.6.26 Titer not greater than titer of confirmead Pass
antibodies reference preparation
Anti-A Ph.Eur. 2.6.20 Titer not greater than titer of confirmed Pass
antibadies reference preparation
Anu-B Ph.Eur. 2.6.20 Titer not greater than titer of confirmed Pass
Aantihindias refarancs praparation

This batch has been examined using documented procaedures that are integrated in a quality
assurance system. Determinations of protein content, protein composition and distribution of
molecular size have been ISO/JIEC 17025 accredited. Test results of plasma pools used for
manufacture of this batch are reportad separately.
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Together we can do more

Ensuring no one is left behind



