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.., 
flN~n~N::LQ~1Z'tJO~V1 

337407: Metformin hydrochloride 750 mg prolonged-release tablet 

1. f1 NiUJ,mi1\tJ 

1.1 ~lJ LL tJ'U 

1.2 ri'lw.h:::ntJtJ 

1.3 fl1'tl'U::U~~"Q 

1.4 14~1n 

dJ'Ut.nL~~'tlU~Bunq'YltL~'U a1vt~ufulJ~t'Yl1'U 
lu 1 uJ~ th::ntltJ~'JtJ Metformin hydrochloride 750 mg 

U~~~L'ULLt:·Ntl~a\jYJ (well-closed containers) uo~n'ULLG1~ ua..:~Num1:1J;f'U 
~ 1.1 ..., .., " - "' 

- LLt:-1..:1£!.1 : ~~'4"!10fl1'~fl1 "!1u~ 1:1Jqj'V11..:1EJ1 'ti'U1~fl111JLL~..:I 11Jt:.l~~ 11JV!lJ~01~ 
.... ... 

L~'ti'VIt:.l~~ 

- nritJ.:JeJ1 : iiLvn~1 'l fi1n\w1tJ~~~tumio..:~eJ1 LL~::UtJfl1'!1tJ::tJ~"i~ mhn!ew 
t1 ~ 4d 1.1 I d 
~tl..:l~::tJ'tltleJ1V!~tl'tltl'Yl1.:1n1Wl1 G11'UlJ~::nBULL~t'tltJ1~fl11lJLL 'H'tl tl..:l CJ1 L~"tl'Yl 

" e.Ja~ 1u~um~ u.~:::L~'IJ'VI:::LumJI'i1~ueJ1 H<tl~L~u 

t:.~~m'l~~1~1Lf1~1:::,_,fi1rufl1YHiJuhJ~1lJ finished product specification u.~::: Specification 

of Active pharmaceutical ingredient (API) ~B1..:1~..:1 ~1flLflcr'tll'i1~tJtlUtJL~eJ'ln'U ~~1~'\J~'VI::: LuV'IJ~tl 
" ~ .¥ .., 0 ~ ~ 1111 .Q IJ ~ "' 4 

ri11Jfl..:I1'UfiNtfl~'llJn1 'l01V!1'l LL~ ::V1 m::Vl~1..:1G1151~N'1'tl 'VJ..:I1JLJ1~'!1~1~tJ'VI ~ "!101~u..:l~ 0~ L U'IJOtJtJ'VI 

L Vlvu LYhvt~B 1 vt~n11:w1~~~1tJLfl«'!1~1~tJ L~!Jh~uvt~~ (;l1lJtl~::mP1m::'VI'l'NG11n1'lruG1'lJ L~o..:~ 1::u!Jl Tn ... , , 
ud u (tJ 'I.. ...,.,j u~ } 

EJ1 'W.PI. 2561 ~'111JYJ 6 tJ1J11fllJ ~. f'l . 2561 ~~ ~::mf'l ~1J~1'!1n~~1~Lum;111JYJ 12 fl:WI11~1Jli 2562 

o ("d) .... ..1 tJ L - val U~:: ~::'-J~111f.J1 OtJU'VI2 ~.1'1.2562 ~..:11'1J'VI 3 f11fl!)1fllJ 2562 (~~ 1Zfl11'1 '\J11'tlfl~~1~LtJfl'IY11'\J'Yl 26 

f1)fl!j1f'llJ 2562) 

2.1 Finished product specification 

fo Specification of finished 

product 
Acceptance criteria 

USP43 

1 Identificat ion 

2 

3 

---------1----·-······-................... --
A : HPLC or LC The retention time of the major 

B : IR 

Assay (HPLC) 

Dissolution 

peak of the Sample solut ion 

corresponds to that form the 

Standard solution, as obtained 

90.0 - 110.0 % of Metformin 

e 

Test 1 

In house 

Complied with finished product 

s 

95.0 - 105.0 % of Metformin 

hydrochloride 

In house tl1..:1~~(;l1a..J Test 7 

337411
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.. 
Specification of finished 'tJi) 

product 
Acceptance criteria 

USP43 In house 

- At 1 hours 22% - 42% 20%-40% -- -
- At 3 hours 49%-69% 45% - 65% ................... -- ....................... ....... ___ -··· ................................................ "'""'"- ................. - ............................. ,.,_ ........................... __. -- .............................. __ ..... 

- At 10 hours NLT 85% NLT 80% 

4 Uniformity of dosage units Meet the requirement 

5 Loss on drying 0-3% 

6 Impurities /Related substance 

Organic impurities 

·--~ndividuat ir:!1purity NMT 0.1% NMT 0.1% ----- - -··-·--·- - ------- -- --
T <?.~9l impurities NMT 0.6% NMT 0.5% 

·--
____ , __ - -- -·-·---.... --... -'"""·--·-· ----· .......... _ 

2.2 Specification of Active pharmaceutical ingredient (API) 

.. 
Specification of API 

Acceptance criteria Acceptance criteria 
'!Ji) 

USP In house 

1 Appearance White , crystalline powder 

2 Identification 

• Infrared absorption Meet the requirement compiled to standard 

spectrophotometry 

• Chloride Meet the requirement compiled to standard 

• Magnesium compiled to standard 

3 Assay (on the dried basis) 98.5.0 to 101.0 % 98.0-100.5% 

Assay of magnesium sterate 0.45-0.55% 

4 residue on ignition /sulphated ash NMT 0.1% NMTO.l% 

5 Loss on drying NMTO.S% NMT 0.5% 

6 Impurity F NMT 0.05% 

7 Heavy metal -method A NMT 10 

8 Organic impurities : 
·:..;;,. 

Metformin related compound A NMT 0.02% NMT0.02% 

(Impurity A) --
Impurity B NMT 0.05% 

--·-"""" 
............. ,. ____ . - --- ___ ,_ .. ,,,_, __ .................. - .............. ~-

Impurity C NMT 0.05% 
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Specification of API 
Acceptance criteria Acceptance criteria 

USP In house 

Individual impurities NMT 0.1% NMTO.OS% 
----

Total impurities NMT0.5% NMT0.2% 

Residue solvent (if test) Complied with Active Complied with Active 

Pharmaceutical specification Pharmaceutical specification 

or specific test or specific test 

(~eJ~~1V~1tJ~~L~eJli~hlJ1nn11 (~eJ~~1EN1ti~~L~eJijf'i1lJ1flfl11 
Reporting threshold) Reportins threshold 

NMT = not more than 

* ~1"1ia Dissolution LLG'l~ Uniformity of dosage units 1~LL'lJ\JLeJm,1,-LLMWilElfl~LilEJ(;) 

~flm~;rr:rviLfl~1~1-i vr1niJ1~LL,r~~1va~L5tr(;)~LiJu~1LC'ltt~ 11lu LtJ COA 

- mru~~(;)Vl~LUtJtiLL~~nTH1ti (waive) f111(;l'l1'11:1eJ\J1Lm1::~'i1EJn1'lL(;) L~~ULL1:1(;)~ 
Lt~nG111vran~1u~~na1'Jvrt~i'Dt~t1Wi~1v 

- Drug substance specification ~~1,-ru1~1f1LtJ1Lfl,.1~,1'!JeFI~t:-~ a1JI drug substance vr~a 

1tJ1u·rn:a1 druo substance 'tla~~~aj;')tf1"1L~~·n.J ouu1.j;')uuuvrtl~ ~~lim,-j;)"l"'J~ 
;) 'U " 

"' ~ _,.,c:Jo 
1Lfl';i1::'VIfl'l\JYlfl'VI1tt!BYlf11'V!ti(;) , 

3. n1'lth:aijufli1\Jcs::ih't61l1'Vigja-a1fl1 (Price Performance) 

11EJ~::LfltJ(;)(;l1lJLBfll:11'l L~£1~ m'lt.l~~Liluf'i1th::aVIGfnrc~eJ~1fl1 (Price Performance) 

4. Lanfl1,.fhflun1csrt~1,.N1 
L£1 mnivi't m 'U n1~~ ~1~nJ1flnJil1'WV1 1 ~ L ~tf~~1vl\J LBfl~1~'W~tllJ~::tJ'VIlJ1V LC'l'!JL B fl~111J11lJ~1~\J , , 

V I 'l.l..r 
(;)'!j;)f:JLuU 

1) ~1L'U1LeHWI1'ltl1n\J tJ1 fl1'\~111Vl tJ LLG'U::/vt~Bil1~1tJ~nq~ 
'V!lJ1VL'VI~: 1umru~jjt'tiEJ1~'ULL\J\J'l:;~B'IiiL8f1~1~LL~(;)'I"Ii'B,j.:J1i'!JB'Ifn~~JTum'iftJ';i8-3 

~ 1 m;1un-31u flru:: m'ilJ m,-mvr11 LLC'l~EJ1 vi LL~ (;)~11 mJ'L.I1H' t.Jtl-3l i 'ift.Jfl1 1~~ 1-3 '!it.J~1lJ 1 i 
LYi EJU LYhOum ~lJLLUU 1 1JttltJ1(;) EJ1vrt m tif11'l~fl~1LYh0ti LLC'l::ii f11'i'i~U'!iv fl11lJ L~BU f11 'i 1 otlEJ1L1 , 
1'ULamn';iri1nuv1 

2) ~1 Lti1Ltlfll:11'l LL1:1 (;)~"li'vfl11lJ\J'UQ~1fl'!JB'Iil1~ti~\J1~~ (LL~~tJ1LLa:::nciv.:! tf1) 1JI11Jffi~~'\JVl::LU EJ'UH , 
o ,3 4 ov 4 II II 4 

3) "1L'U1fl1'!J8'!J'UVI~LUEJ'U\Jl1~UCJ1 (LLUU Vl.EJ.l 'VI~tl tr.l) fl~UVlfl'V!'lJ1 'W~mJ'i1EJC'l~LtltllilflnJ , , 
a m;{IJ~ LU'W1:::'U8~t.n~hL ~'l~tl LLfl:::'ti'ari1vttJ(;)lJ1\Jl~ ~1U'!JeJ.:J15m~1 Lfl'i1~1-itr1 (Finished Product " ... ..l~ .,. 'I., T " " .. 0 .., .J. I 
Specification and Analytical Procedures) Vl'!J'\J'Vl~ L u vu ~ 1 ~Iii EJVI u'ltl1~eJ~ \Jl1~U EJ1Vl u ) :::fl1!11 

n'l:::'Vl'n.:J~15110J~'!J ~tJ~v.:~,.,~B1,.,l.Jn11'\.J-s~ n1ill 

3. n.nis ............ ~ ................ n'l'i1Jn11 

(llC\PI'il11 «"l~'U1~fl) 
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'VI1J1 fJ L 'VI~: n'S ru~tJ ~·H~vt'h:!eutJ L tJ ~ m.m tJ~ .:1 LLm eu151 Lr\11~,{ LL~ ~oU~fl I'VI'UVI1J IV11fl'U L ~ 
'G'ItJV~R"'eJ-:~1'112..l~hnv1~tl1tm~ftJ1eJ-IIvt~eJ~hnm~1~~1Jlm11un .. nuflrutm12Jfl1)tJ1vt11~G'l~EJ1 • 
1~LL 'UtJ~1L tJ1t>heueJ~nL~Ltl~vu~ tlG'l-1111EJn11L'UY1~Luvul'i1i'tJEJ1 (~ tJtJ YJ.EJ. 9) vr~eJ ~1L'U1fl1~eJ 
LLmeuLtl~EJ'ULbUG'l-:!11Eln11L'UY1tblJCJ'U~hftJe.n (LLtJ'U EJ.5) 2J1~-s'eJ2..lntJ~';w 

4) ~1L'U1LtJ~1flqjn11;ftJY1:::LtimJI'i1ftJm (LLtJtJ Y1EJ.2 vr~a Y1EJ.3 vr~a Y1EJ.4 vt~'el EJ.2 ~"''lLLlJimru) 
... ..~ .. 1 ~ 

4.1.1.mruYJEJ1~G'l!Jl utl"S~LY1fi1LY1EJ (YJEJ.2) 
.. ..~ 0 ... ..I I t 1 

4.1.2.n~ru'VltJ1'U'Wt11L~8n1'nbtJ~tJ'S'S'l 'UU'S~L'VlP1 'VlfJ ('Vl~.3) 

4.1.3.mru~EJ1U1L'UT;;nnlJ!1~tl1:::LY1f'! (Y1EJ.4) 

'V11J1fJL'M~: mruiim'SL tl~ EJ'UU tlG'l-IILLnL eu~ftJtJ'4(\!11JlUG'l~~fi1'U~~~IJl L ~~ 'UtJ~1L 'U1ri1'iJ'el~nL ~ 
Ltl~EJ'ULL tlG'l-1111Eln11L 'UY1~LUEJ'UI'i1ftJEJ1 (~ tJtJ Yl.EJ. 9) vt~tJ a1L 'U1ri1'lleJ~m 'iJL tl~fJ'ULLtlG'l~11fln11 
L'U'Vl~Ltivt.~l'i1ftJmL~v1ntJ~i'tJ'e1'4'Y'IJlLLG'l~am'U~e.J~IJl (LL'UtJ CJ.4) 

5) ~~ L 'U1vtU-II~tlftJ 'Hl~2J11Jl1~1'Ufl 1'H.J~ IJlCJ11Jl12Jvt~ mnru'Jl15n 1)~~1 tJ fl1'HJ~ V~EJ1 (Good ... 
Manufacturing Practices (GMP)) /PICs (Pharmaceutical Inspection Co-operation Science) 

bV~Vvtthv~I'U PIC/S participating authorities i:l'UtJ'h~V~Vl1l.J'StJUn11~J~'nlii'G'I'e1U ii~·mflT~i'tJ'StJ~ 
fi~l'Uth~mfllth~fl1VI'ilfli~L~flY1'HJlln~ 1'Uvtlr'JVI~L~fJ1oUeJ~ntJVI~L'G'I'UeJ tl1~fleJU~'lEJ 
5.1. a1 L tJ'lvttJ~aeJi'tJ)eJ~U1Vl)~1'Ufl11~aV!tl1til1l.Jvta mnru,f15m~~ffi \Jfl1~~~\ll-Jtil{)~U~1 en ... . 

c11f1(\! (Certificate of GMP Active Pharmaceutical Ingredient (API)) 

s.2. ~1L'Urvtti.:JaeJ~u·seJ.:Jl.J1l'l'Hnt.~n,e.J~l'le.J1l'l1l.J,~nLnru'ti'15n15~~tt.~n1'Se.J~IJle.J~V~nru,;-EJ, ... 
a1L~lil~tl (Certificate of GMP Finished Product) 

6) 1'Wmru~LU'UV1l11L'li'1~1nlJi1~tl1tLY1f'! ~t-~~l'll'i'el~ii~1LtJTWU.:l~aftJ'StJ-3t-~a~J~Jiru't1 (Certificate of 

pharmaceutical products, CPP) vt~'e1vt'l1o~~aeJi'tJ1'el.:lfl11~1 WW1EJ (Certificate of free sales, 

CFS) L'U'VIl.J1~W1~L'G'I'Ufl'iJIEJ ilUU~1~~1Jl1l.J)fltJfl1)1Jl')1liJ'G'IeltJL~EJii~G'li'tJ18~5.:r)'Utl'S~fl1fl1tl'S~fl1~ 
)lfll 

7) 2J11Jl 1!1 'U'iJ eJ~oU€1 n1vt'U Ml rufl1W11Jl q~u ~1 v 1a1 ~ (\! (Active Pharmaceutical Ingredient 

Specification) LL~~e.J~IJlJ1ru,;-mG1'1b ~li!~tl (Finished Product Specification) 

7.1. a1L'U12J1j;11!1'U11Jlq~tJ~'lt11~1flqj (Active Pharmaceutical Ingredient Specification) 

LLG'l~2J191 1fj1'U~~91J1ru.lv1a1 L ~~-stl (Finished Product Specification) 1~v-stul'i111 EJ1 
~ ~ . 

(Pharmacopoeia) m 'li'8'1~8.:! fl11iLm1::vtL~EJl.J1j;l) !1'U mh.:!U eJEJI'i€l-3L U'U 1 tl!Jl1lJoU€ln1vt'U~ 
~a ~2J11Jl 1~1'\J'iJeJ-11 fl11l LR 11~~1 'U ~1 11 EJ11~ 1Ji111 EJ1~;j-3 1Jl12Jth~ fl1 flln'S~Yl'S'N ~~ 511NG1'll 
., 0 

L'Sfl-11 1~~1Jl111El1 

7.2. G1'1L'U1 drug monograph 'iJeJ.:J~-3!Ji''lv1a1f1(\! (Active Pharmaceutical Ingredient) LLa~ 
~a~J~J1ru.lvla1L~lil~tl (Finished Product) 

7.3. n 1 ru ~ 11Jl q ~ tJ ~ 1 v 1 a 1f'i qJ (Active Pharmaceutical Ingredient Specification) VI~ €l 

~a91Jiru,]ma1L~~~tl (Finished Product Specification) 'Wtl-s1fl!JL'UI'i1)1EJ1 (Non-official 

pharmacopoeia) ~eJ-IILL'G'I~.:!vt~fl!1'U'hV1ihni'I1~1'U'iJeJ-3fl111Lm1~r1LtltJ1ti!Jl1l.J'li'€lvt~~'li'€l 
... 

t~lJ!eJ1tlil 
7 .3.l.lj'!JeJ n1vt'U~LLG'l~l.J11Jl)~1'U'iJ8-IIfl1'~1Lm1~vt1 'U~1')1CJ1'll8-llti1~L Ylfll~L U'U'G'I2J1;fl'iJeJ.!l The ... 

International Conference on Harmonization of Technical Requirements for 

Registration of Pharmaceuticals for Human Use (ICH) vt~eJ 
riN::O'l''Uin1'ifi1mlfl'l'1!Ji'I::LBEl'U.~::~Mim;III::\Oll1:: 

l.ft~~a ................ ~ .... ...... 1.h::enunmJ011 2.t~~~ll ... ~.~. & .......... nmm1~ 
(rtty.;;;,·m1J \J1flt1qt1~ > (tlly.n!icn ~·~~> 
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Sl 0 - _. l' -., .J II "" 

7 0 3020'Ufln1\-1tJVIU.a~lJ1(;)"Hi1'\J'Utl~m·nLm1~\1CJCJa~ (In-house process) 'VI~t!V~I'laa~nu 
... \1 

ICH Guidelines \1~fl 

7 0 3030 -U'an1'-"1tJV~LLa~lJ1(;)"Hn,J~11 u"Ua~m~1LR~1~~~n1'-"1tJV~11t u~h~1fl1 ~1~1fl1 LVl ~1~1 m ... 
\1~~ ~1lJ\htn1f'1fl~~'VJ~'H~151'mJ~'U b~fl-:1 ~~'4~1~1fl1 "1\1i'tJ~ULLtJtJEJ1~tJ1 
(General requirement for dosage form) 

\1111VL\1f1: <U'eJn1'-1'\JVl~rufl1'W1(;)~~tJ~1f.J1"1flflJ (Active Pharmaceutical Ingredient 

Specification) ~n:::e.~a~u1ru,ie.J1~1L ;~~tJ (Finished Product Specification) i'l':J)~'l~~~~'lfl~1)1 
.cl '-' '-' ci 4.1 II I ~.J 0 ~t.l 0 C. _. 

L~En fltJLLa tOtltJ LVI tl1 fltJ fJ fl b 1'\JLL~ mruYI~1~1 fJ'llJ'!Jtl n1'-1'\JVl LLat1J191~~1'\J'tJt:J omTn Lf"l'l1::\1 ... 
LO'W1~1~C1~tlvl1fJ1"1~f11 \1~fl CJ~~J)ru,;CJ'l"1L~'OJ~'IJ 

• ·~ \1 

8) i1L'\J1'-1ti'~~eJi'tJ'lti~CJam~1Lf"l'l1::l1' (Certificate of Analysis (CoA)) LVlEI~tl~tl~:::nauii'1a 

8.1. ri1LtJ1\1,r~~eJi'useJ.:~CJam'l1Lf1'l1~'1-11~~~uvi'1m"1A'ty (Certificate of Analysis of Active 

Pharmaceutical Ingredient (API)) LV'Ifl~ti.:!U~tflt!Uii'1V 

8ololo"1L tJ1\1U~~tli'tJ"ieJ~CJa fl1"ilLr111t~1(;1~~U~1V1ri1f"i'ty 'Ufl~~t:J~911~~~tJ~1EI1a1~fY 

(Supplier) 

8010 20 ri1 b tJ1'-"11J'l~fli'U'lfl.:!CJ69 n1"il Lr111tl1'1~C1~\Jvl1 ma1 ~n1 'Utl~~t:J~~CJ~91.ti' ruff1EJ1"1L ~'OJ'lU 
• ·~ \1 \1 

(Manufacturer) 

8.20 c;1L'\J1\1U'l~eJf\J~eJ'lt.J~fl1~1Lf'l~1~~c.J~~Ji'rufiv1d1L ~~~tJ (Certificate of Analysis of 

Finished Product) "lJt:l~~t:Ja91e.J~91J1ru,lEomhL~'.J-stJ (Manufacturer) 
\1 \1 

8.30 Ltlfl~1'lVtJ~tJf"l11lJ~lJ~tJih~'-"111'litJm'lCJ~91'Utl'l1'91Q~tl~1tJ1"1~fll (drug substance) LLa:: 

ium-se.Ja91"lJtl'lt:J~91Ji'ru,)",L~'OJ~'IJ (finished product) vl'lmtJm'leJ~~en1u~a'llJfltJ 
9) a1LtJ1LeJfl~11Ll.~Vl'lCJam"i;lm~nf"l11lJI'l~~'J (Stability data) 

901. a1L'U1Lflfl~1~LL~~'leJ69n1~~fl~1f111lJfl'l~11tfJ~tl11 (Long term stability data) ~1tJ1'\J 3 

iunT~CJ~~ 

9020 d1 L tJ1Lflfl~THL?lVI~t:Jam~~m~nf"l11lJf1~vl1 1 'U~fl'l'J:::d.:~ (Accelerated stability data) 

~1tJ1'U 3 1um~CJ~~ 

9030 a1L '\J1LflflG111LLG1Vl.:!CJafl1~~m;1~U.G1Vl~11EJ1G111J1'l()\1flLL ti.:JL~~e.n1~ 1 'qVl /a1L tJ1Ll.~VI'l 
'IJ'l~a'VI5t.~am'l-rn~1 CmrumL~Vl) C~1ii) 

9.40 mr1LiJ'UfJ1~~tl.:!a~a1 fJ /L ~tl'OJ1.:1 nfl'\J 1 ~ hi'~1L '\J1Ltlfl~1'lCJafl11~fl~nf'l11lJI'l~~1\1~.:1 fl11 

a~a1 fJLL69~/\1~tl L~fl'OJ'l'l I \1~'lL U~ 1 i 1 'U~1vi1a~a1e.1~1~ 1 fl"JtJ~1'ULL69~G1flVlfl~eJ.:!tltJLflflG111 

n1ntJEJ1 (In use stability data) 

10) ~1L 'U1Wu~au-rtJ'le:J.:!CJ~91Ji'ru,;'m;;;1L~'OJ1U (Certificate of Pharmaceutical Product) L0~1~EI1 
\1 

thL -U'1111 tuu~~L YJP~hm 

11) c;,L tJ1\1~fl§1ttfl11lJ~lJ\(a'tle:l-3tJ~IJlJi'ru'f!v1 (Bioequivalence) 1~EitJ~fl1-s~m~nm111~11l;J~~eJ.:! 
CJa(;)J)rucnv1 (Bioequivalence) Ltlu1i.J911lJoUt:Jn1'-1'\JVl ASEAN Guidelines for the Conduct of 

Bioavailability and Bioequivalence Studies \1~fl ~iiam'l~m;1~1th~~YJ5~aLLa~~1~l.llJa 

'tJfl~CJ~~J1ru,)tJ1 m::YJ11-:J~1511ru~"ll 1~a~mutJ\1~fl'-"1tJ1EJ~1tJ~n~1;11G1lJlJ~~1~-rum1-ru1eJ'l 
I ~ 

~1n a1\Jn~1tJI'lru~m111fl11tl1\-11~LL~tV1 QU\JUS!~Uy (mri!UJ't'tit~1~tJLLUU) 
12) ;;;1L tJ'l'-"1\J.:J~fl i'u 1fl.:!lJ1\Jl"i~1ttfl11tJ~u~mlJ\1~ n Lnru,15n1 'lvi~1 'U~eJ.:~u~u~m 'l (Good 

Laboratory Practices (GLP) L'Umru~vi1m1~fl~1~1~111J~vl~1'l\.h~L'VIPI 
fiCII::O"J"Jllfl'l'i01~\J~'i1EJfi::L~EllilLLfiZ~Mif1'1;tu::LilYt1:: 

t ""' ............. ~ ... .......... m"'""'""'' a~o ... ~~-~ ............ """"'' 
(vuyomTmu \l1l'l::"i'1't'lg > <myonfle~,'t£1~~> 

30 M1itJ .. .......... ~ ........ ..... o ..... n,,1l01'> 

(fl'\l.~;l"$1 ii'l'VI"~ni1111) 
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LL~tmt~1tltl1 (Good Storage Practice I Good Distribution Practice (GSP/GDP)) 

14) ~L~titl111'11~e:J-!la-!!~ht~~1-!!V1mh-!!1lew 3 vr"Ll'lt~U11~.nru,; 

15) ~1LU1VIU-!l~tlfU1tl-!llJ1\Jl1~1til1'tJ-!!tlfiu'iim1 150/IEC 17025LU11EJnT~t11~L~Utl (o1ii) 

16) ~1LU1Ltln~11LL~~-!!.Um~~m11~funTSU11~L\J Green book •tm.:Jm1l1'VImfii1~1Jl{m"SLLYfV1V (tllii) 

17) ~1L\J1Ltln~11LL~~.:J-fftllJan11L~fum1U11~L\J Orange book 'lltl-!1 US.FDA. Vl~tl l:uropean 

Medicines A~ency (n1ii) 

18) mruUJt '!iEJ1~ULL UU~cHLL~~-!1 n11Pim~J1Y11-!II'lihJn (Clinical trial) 'tltl-!IEJ1 LUthtL Y11'11 YltlviLL~~.:Jn-!1 
c.J~Y11-!Ii'laUn'tltl-!lEJ1L tl~EJU L ViEJU 01JEJ1~ULL UUU.at~V.1JY41 \J'l1'S~1'SY11-!In11U Y4YIEJ (tl1ii) 
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'l1mEJn11~·:lL~1lJn11'tl1EJEJ1'tltl-!l 'StLY11'1 VIE! Yl.lil. 2559 VI'Stl~'SEJti"j"jlJeJU~ Yl~tl~i'laeJ.:JtlU 

tl'Stn11'1"1 (tl1ii) 
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5. L~e:Jul'tlt~U'J 
1) m~tJ.:Jiim~Lvr~tJ'WutJvn11 1 tl t!u~1n1'u~a-!!1Je:Juen 
2) El1'Vj n La'!J n11c.Ja \Jl~ a-!!1Jtl1JL l1LLriL1-!IY4 t1 11J1 a~t~ tl.:Jri1 L U1VIU-!I~tlfU1tl-!lc.J a n111 Li'l'S1t~ 

(Certificate of Analysis (CoA)) 

3) ~'lJ1EJ~t~tl~iJ'l 1J ~UEJtllJfU L tl~EJUEJ1L~tlEJ1 LnaV11J~tl1~Vl~tl L~tl Lfl~n1'SL~tl1J~fl1'W tltlUrl1VlU~\Jl11J 
0 .. 

~1U1\J~1~ 

4) vr1n 1 'S.:JY~EJ1U1~Y~u\Jtyvr1flrufl1Y~~1nc.Jii1JlJi'ru,; u.at~a.:Jm-sa-!l\Jl'S"l~L iJtJ1LI'l11t~f'lrufl1Y~ ~ 
~1VItl1EJC-Jil\Jl.firu9i'm~tLUU~fu~~'tltlU~hti~1EJLUn11lLfl'S1t~i'lrufl1YIEJ1 LLata~EJ1LU~1U1U~ v , 

~n~1l1Lf'l11t"'~ULLtlLH'r'W11J1~ 

5) ~L~'Ua-s1f'l1(~<t~1v)atiEJe:J1l1~t~manityty1riauf'l'SUn1Vl'U~ ~-!!tl 
5.1. VII nii m 1a11\Jl 'S'l\11 Lf'l'S1t\-hn n m1l1Yl EJ1fll1~~rsnT~ u Y4VIV LL"''l c.Ja m-siLf'l'SitVIUj L uu 1 tl\Jl11l , 

lJ')(Jl)ij1\J ... 
5 .2. mru~ a (J)Jl ru'fi' EJ1'!1i1 ~.a~ n L ~ EJ n LRufhJ~1n~ t)~(;l" 1~ L~EJri1U n~ 1\J i'lru t n1'S1Jn1'S tl1VI11 u.a t EJ1 

5 .3. n'HU'W'UU(\!VI1flrufl1'W~1 ne.~aVl.firu't'l~ tl1~ a~~"~ eJU1taV16e.J~LLa~f'l111Jtla v~.r1 vvie:~~tl1 t~Yi 
1~-fum 

5.4. mruvil'lru~m1lJn11Lmr'!!m11JU.atn1'Sthu~IK~EJ18tln~1nuty;iEJ1 L'HViti1U1a'tltJEJnL~n 
·..r " 

m-sa-3'!1tJm 1ul'lf.:J5~ 1tl 

7 flt1J::nmm1~thmJA'i1VCI:!LCVf!U~::~p.Jitn'bn.::LilW1:: 

t.M~tl .......................................... th::1!11..1m'l.m1, 2.M~fl .... ~~.~ ........... m.,1ln11 

('l'lfiJ.~'mN tl1a::1~'Vl~ ) (my.r~iift1 bmfJft) 

3. a~fl ................ ?/£. ............... n'i"i1Jn11 

(llly.q~,, til'l'U1ilfl) 












































