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PRINCIPLE

Jse!
Because of their often complex and variable nature, control of starting materials, storage and processing
assume particular importance in the manufacture of herbal medicinal products.
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The “starting material” in the manufacture of an herbal medicinal product: can be a medicinal plant, an
herbal substance: or an herbal preparation:. The herbal substance should be of suitable guality and
supporting data should be provided to the manufacturer of the herbal preparation/herbal medicinal product.
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Ensuring consistent quality of the herbal substance may require more detailed information on its
agricultural production. The selection of seeds, cultivation and harvesting conditions represent important
aspects of the quality of the herbal substance and can influence the consistency of the finished product.
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Recommenduations on an appropriate quality assurance system for good agricultural and collection practice

are provided in national or international guidance documents on Good Agricultural and Collection Practice
Jor starting materials of herbal origin .
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This Annex applies to all herbal starting materials: medicinal plants, herbal substances or herbal
preparations.
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List of GxPs

Good Manufacturing Practice, or GMP or cGMP
Good Laboratory Practice, or GLP

Good agricultural Practice, or GAP

Good Auditing Practice, or GAP

Good Clinical Practice, or GCP

Good Storage Practice, or GSP

Good Distribution Practice, or GDP

Good Documentation Practice, or GDP

Good Engineering Practice, or GEP

Good Pharmacovigilance Practice, or GPVP or GVP

Good Regulatory Practice, or GRP
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10.Perform regular audit

The 10 Golden Rules of GMP

Get the facility design right from the start Ol e 9 Sl Cawyo 2k
Validate processes oyl ,8 ovuw jLael
Write good procedures and follow them szl s vy (w9
Identify who does what By i oy g
Keep good records &g 9 obewl o>
Train and develop staff Jor 33 590!
Practice good hygiene Cailage 9 cilli e le
Maintain facilities and equipment O e 9 Sl 31 (6510053

Build quality into the whole product lifecycle Jgaxo yoc 45 2 10 codnS (5,105 4y

© oo NOOLBPWNIR

ik 995 121,10



! o A s NS *
8l e ks a e (slaia
N "w & . ‘J



SMF b 5,1%

S s (10,15 b g oo dadgi (b 00,91 13 Caumnd 55 70

B sl (o y 5l SLb,55 3 (559 0%

3 3 Juol> (3929 5 ygu0 53) (g yufy Slolu3l g3 (g9 po*s*
b sl

Clw sl dilg g 40 oy Jlos!| Ol ki digS pB oy 2 %°

S s (5 00591 13 JIG ) Cumdg oy 2

S s (6 03531 8 4 bgs o SIS g (Rl oy 4

o5t Lo gy oo 3JUT (gla diges 51 Jfols 3T guolis 49 0%
9,le g lae J s

33k e )Y bad yo sbalesaly b ol (sbaolasliuwl 59 pote



CardS (Lot L 9 CopdS’ ko Aol ol

Sy Joro gale ouig

(VMP) g3l pucizo gol>> oli 3%

A + o oIl joiuwd (b & g lro g Ol sy J iS40
L O plo g Ol s Cond

Sy g 33 0o %

Sl S Conad Ao + b ol jaiwd 1o %

(S 5 o 4035 + L Jdll g 1 J150

b (s NS Jww 1 9 g0 5 > (3 y2) o L aldii o
(,Lid s

looguas 51 sl 4o g HVAC pitumns o Lo Aitais o
HVAC



B yan O Sluogas 1 6l aodMs g jlunl pimmms i

Sluogas 5l gl aodS g 00 s (lgh i S Lol alii e
03 5 (slge

b o wd uwbﬁ,jwo}

@Lér‘ JS*"-"“ ¢ (GO Al ,oBliﬂ «ad g .>|3.o Olasuino o5

Laws Log Bookg ol5iin ol 3 g 0

Ol @S 9 Bilgw 3 6 ) o (g5lw puino

(00S) L5519 b @y laost

L 599y 5w yasizo ¢ 29 350 U‘L{Loﬁ*:’

haxo Gl

Sl ygo3l o



Lol da 8 5 Sa8 L



	Slide 1: Good Manufacturing Practice  for  Medicinal Products
	Slide 2: References
	Slide 3: ایران در ژانویه 2018 به عنوان پنجاهمین عضو در این کنوانسیون پذیرفته شد و در حال حاضر 56 عضو دارد. 
	Slide 4: Clean Room Guidlines
	Slide 5: ISPE
	Slide 6: GMP- Guidelines Releasing Centers
	Slide 7
	Slide 8
	Slide 9: TABLE OF CONTENT 
	Slide 10:  PIC/S (20 Annexes)
	Slide 11: Useful Annexes
	Slide 12
	Slide 13
	Slide 14:  List of GxPs
	Slide 15: 10 Golden rules of GMP
	Slide 16: راهنمای سریع پذیرش مسئولیت فنی
	Slide 17
	Slide 18
	Slide 19
	Slide 20: با تشکر از توجه شما 

