N

<

2513 9138 Ole il

()

JIIEWS 1,

o B, " b .
) s (= a2 il U

‘SLA KJ)’?)‘S)}A‘JSK)L\‘

JaSo 5 g (gmusb

357 ‘_g‘..\.c 9™y MW Q‘b)‘g 43'5)4.‘ 9o &M‘,&,b @y J&&’b,ﬁwb

&30 o lows VEN/alvY

s9e &b

WIN-NTS-FMO-005

8 ylow

039 SIAE g (o095 SWS yud




()

‘5‘.& K.\)’i)é)}»‘ds S)l.)‘
JIIEWS 1, JaSs 5 g ¢ SJL\.\b"
o ‘Fz‘jl.f}”cjh’h:/"‘»():tl/])
0329 SIE 9 (oo0) SWbd e SId,lg gy y9o Camwlep y3 (on) 2 Jodll giand Ol
S 553k 0lod VEN/RUYY 2930 &)U WIN-NTS-FMO-005 0, kol
o Cow o
v & &g Jos
v S5k o)l
¥ dolds
¥ AT
v 5,5 akald
N [EYIN P
) Ll S,
AR > Cawgny
A plSlogls
Ed @5 o>
KV KEY) SIS Joxe Now Egi
s ) CuhsS o pde i 5y ho! dduus
s ) o329 SME 5 o]y Sy o) Ly S aSuws

S s P8 a9 J 55 S cdSund ()

3gud @G WIN-NTS-FMO-005 ywluw! 3 b ciw o3l )3 (5% (514505 2

il (0 aiuo FO Joddljgiwd (] Silmiuo S5 dlaes




(®
JIIEWS 1,

s a .
AV RO e P

‘5‘.& K.\)’i)é)}»‘JSS)L)‘

JaSo 5 g (gmusb

2329 14 9 (o) Wb jd OISy Ay y9o Sl )3 (o) 2 ol 5w olys
-\ N30 0 5lowd VEN /AUy y9e ge )b WIN-NTS-FMO-005 5 lowd
sl &6 $595l 3,90 Olxho SNl T SR ELE | 6Nk oyl
AAERIEVIATN 5,18 5,8 3,
VF-¥/-a/¥Y \-f0 ol el sl o @) incalgs 3 Sloyjep | VEVRAYY ‘)

wWilod Juols lsob! wiw (3] ddend oy 1 3399 paino 31l J5 0,8 sanass Oyl glwg, =

wlod Jols ylsob! Wi o dSund oy 531 (3399 pino 3 aul S 0,150 dsli gld 89,5 o W sty Jorms




N ”
e ‘SLAJJ)")S)QA‘JSK)L\‘

SISHIS 7, JaSe 5 i ¢ gmab
o ‘FEJJfT,ng.:/‘Iﬁ.:”U;
0329 1€ 9 (g2 ) Subd pond 13,1y iy yge Cuwlgd )3 (o) 2 Joll i olye
2 N30 0 5lowd NRAIRLVAL] y9e ge )b WIN-NTS-FMO-005 8 ylow

dosdo .Y

2 3935 ool slag)ls pilay Jead (30alil 9 (50,95 dlse 9 (90l 5 (SB3y yoel Sy 4 bgrye (9B F o3l (el sl 3
J ol oady 5 GEHik sobte 4 59i8 )b ) (Sign (1) (oladl (lag)ls = ollsd b = (2138 dlge = (uSly = oy 95
38y ol )l3g (B ojlel pilis Jlil 53 (T (D98 g adye g 9SSy ) olaiil (go)ls £ b Bl rizmad § S yeS
8liso sie Slogyld Sl Wl 2 3550 53 5V aily

Sax LY

L oS sk 4 2l (o o SIS g (couy KB ud Il &l Heho Sl CuslsB ) (o) 098 g M (] a5 I Ban
el 5558 ol 513 5 li (sl Ciglas 4y 35 sl nlgd s oli IS adled JUES) ¢ sy A5 (65l (oS 5 Crbliss 2l

Al g

30,5 ol ¥

Jgeiio 9315 3,18 S s 91> 9 138 (sla Coglan 53 jBolize ol g 0ag (G138 5 (ouf) St b 0)l3] ) Joall j505 (]
A3l (oo 2y oy Gl ol Sl Jals o8 col (oln 03,13 b 5 e slo 03913
03948 pb )3 yuis —V-F

S dw Hlde [z ol il yuss -V F

S Ay 93 b iz s VY

35515 JS5 53 yusts —¥-F

M55 e s 0

GTIN o5 —5-¥

oo Y 90,8 &y dds slinl 0,8 adlsl by Bis —V-¥

0,390 0dlo > p 3 I oolatwl —~A-F

O Y 90,8 slinl polde ialS L g 0,8 aslsl -A-¥

iyl g Ol Laid ! L0

Product Master File (PMF) 034l 1% gol> 059, —)—0

Free Sale Certificate(FSC) =il ig,5 aleS V-0

Letter Of Authorization(LOA) : Sisle 4ol —Y-0

Good Manufacturing Practice (GMP) :uJg5 i (sl jog, —¥-0

Site Master File(SMF) :culw zol> 059, —0-0

Iran Registration Code(IRC) :l ) ¢l o8 —5-0

License Holder (LH) :;Lzel colo —V-0

ATEWOTK :)559 52 § 2 (542 4 )b —A=0

Product Specification Form : Jawase Glasuin p,6 -2-0

Certificate OF Analysis (COA) :3JUl &5, —V+—0

Stability Test : ¢ lub olislejl —VV-0

Legalized :(oass 3 YK) liwe jauiS 3 ylyl (oMl (5y0005 &)law oo 4 japan =YD




N ”
e 6\&3.\)}‘)9)9»“)5()‘.)‘

SISHIS 7, JaSe 5 i ¢ gmab
o ‘FEJJ'J'T:‘-JLM.:/‘IA‘.:’/U;
0329 1€ 9 (g2 ) Subd pond 13,1y iy yge Cuwlgd )3 (o) 2 Joll i olye
2 N30 0 5lowd NRAIRLVAL] y9e ge )b WIN-NTS-FMO-005 8 ylow
L Cdgume
Al 5 Cuslgd)> (ol )lS ¢ g2 Jsn 915 9 138 Coglae ol fofg Glie 5 gm0y Sl ped oy 9 S (lid)lS —V-F

A3l o (b)) 2185 3l gt 53l 5 LE pglas / JaSe 5 thas (ornb (slo 03,9115 500l o)1) IS 00 Y5

Wl s9o g pgd Alsye (bl dgl (Dbl Jold dls o a3 0 (G1AS 5 (v S b Ilg Al Heko CuslgB ) ow)
P9 (o plos
u}-m-uos AR LY d.]oyfo 9)].) 9 lie wal:w Ja.my L&"b))l £9° 41>)A ‘o).::g ‘_gl..\.c 9 LSN)) L_iam})..\.ud c)bl Ja.wy 4J9| u.:lg‘))l 41>)A
Gl ol 4 bl o She Culs ()9S Slawds b cS58 5350 B el Gl elaly ) 2909 9 Sl
29 pldil 059 (slie 5 ey Suid b 0,0l lawg dilg g yeduo dls o o ( Dittps://amar.org.ir/
tadgl oy, e o)V

Lghz, uf)"9 9 Ol Ls 4.)99.: u.a)uga dedl oo ‘o).)9 Lg‘.)& 9 ‘-;Q.J)) A_g..p).w: 59; & L)"‘“’b dl’u )Ja.) )] 03)51)5 41>)A L)i‘ 2
8l (o ) gy 4 ) bl g g M dalgS ) Jgasee

quﬁﬁ:‘ (o d_)).‘o )I U‘“B J9f_.w.a 9 J_al.c P Ll l_: 9 4._«.@(‘ GUI-NTS-FMO-003 O)Lo_«f: 4 D)J9

oo Copmdg 9 Sl S, 8" Pl a o Sp aloml Ly oy 5 S GBS sy YNV

P99 CHK-NTS-FMO-004 D)LQ—IJB 9 "aj_.{s st‘—c 9 u_au)) &_w)w Ql))‘j 4_)15).: )9A_a.o CL\_w]?&)J
www)ﬁ)usi)itﬁ_‘chﬁﬁw‘?)bw)f JHwLby)Aw&)“rW)f .\_..,1)54_,.15
=25 Sl dg g pae Gyguoyd oS Hlae ColeS wyp 5L8 50 0,8 Gy ao dlwl leMbl uwyy g SHas

Do el Lol 4y Syhe alys g Al anil )y Sl

FRM-NTS-FMO-005 o,lasi 45 0359 (slie 5 (oasy i b ld)lg adgl Sbj )l dolisiun p p,8 —V=Y=V-Y
FRM-NTS-FMO-002 o,l.i 4 PRODUCT SPECIFICATION FORM ouis JuoSS p8-Y-Y—\-V
00 WJgi bawgs o &5l ol 03)gl,8 LT &5y —¥-Y-V-v

A Sy i35 T

FRM-NTS-FMO-007 o)l 4 oz shié 5 ousy Sl e Slly gy dpted lyssis pyp ~0-Y-1-Y

(s ¥ 4 Conypd olae Jol lpis Jolis 457 ol 0341 ,9)

.J)JJJ SHypo ) C).w 4 (W) 4.»‘)‘ slewl ele ML )2 PO )lB e e 4
Wil odd &l Gl alS leMbl gy pac b g GleMbl mows oSS pac I (5L (ol 3)lge S Jyge
g 33 9390 (o0 pIel (LSl &y g agd o Xigp adgl D))l Lallg e CoB oy Gjgo 4 adlE gl i
pAs g 53 9398 Cud (g diseS ST BB )3 Cunlsd 3 ¢ 5 yguie disaS’ 53 0359013 sz 4 55 9 S )lae s
2o g abgipe (g9)l> o 13 Ciglee 4 9bj)l ped Al o pMel (s )8 A0l b (J)ade dleS )3 gy 4 SlS



https://amar.org.ir/

()

JIIEWS 1,

o B, " b .
) s (= a2 il U

‘S‘A K.\)}i)é)y‘dst)b‘

JaSo 5 g (gmusb

357 ‘5‘.\.: 9™y M”m Q‘b)‘g ‘Ulgﬁ 9o &M‘,&,b @y J&}J‘)gfwub

a S50yl

A EAVRLVART

30 gt WIN-NTS-FMO-005

D)M

abgiyo g g e Chglas & (g AtsaS (3lge Jai L Ligd (g0 gy 2 (T ygebe dipaS )3 &S (sl 03518 3,5 &g
s (8 505 Ve ey (wSlite ( olite a4y pMel s (T yauie diaS o (gl) 3)l50 g 20 0 pMel LslELs 4
2 e plodl (ghls dl diled ddoe Al g Wles pMel 1) 263 a5 Wuod Canled > 3 Cusyd dse pMel
el (polite &y (598 4ineS 5L 3)90 3130 I A3l (o (oSS Sl )] s 55 (5ygutie e’ )5 3o 3)l50 (S

g

1945 ¢ (Authorization Holder) (¢ )bo ab colo pb g 03,9015 pbi codijlo j9uiS waiS adgs pbi —V-¥=1-Y

WSl ol (8D Aol )d aiyd

L&")w A.U..o.s Oaogw dguao LBJUQA 5)49 LSL\'C 9 LFN)) h_gub)..\.ud °9)§ » o.))s])é uu»‘.) d’l"’ )N -Y-yY-\-v

(g 4S5 03,918 oo g (g 41 35 g plael S35 s 53 99,5 g WNONY 2450 IS5

R .\.tb‘9> ;0.99».9 0.3)91)5 DB;MLW‘?).) =

D9 wyp o) Slaitae 9 FRM-NTS-FMO-005 o,leis 4 035l s )lg adgl b)) delidias yy —F-¥—1-V

o (ol 13 031,38 S 3o &' (63,150 ploucil 4y &b, )18 4y (linl 0lio § (gmusY g0 8 dunslio S —0-T-\-Y

s 4y FRM-NTS-FMO-002 o)\ 5 asy Js

A5l Cogy BB alie Y gz 4

oo Lok _ie py b —F-Y-\-Y

PRODUCT SPECIFICATION FORM (For Imported Formulas And Foods for Special Medical Purposes)

S

9 Jl._aol )9_».:9)) 9 > J@Lw (S & O |J_a..a )9_»5 )1)L’ 2 .)9_’>9a 03)9])_‘5 J_Aa‘ 4_&94).: -Y-\-Y-Y
D9 031y Carllas o 1)) sliwl )3 3990 SleMLI L )] den 5

D9 2 dlge 9398 Cugy (W)l ards 4 Lo 3)90) gl lge 5 s 03)9],8 LT &8 A=YV -V
bl 0 155 S s 5 olKetlegl S e 3 520U N —A-Y—A-Y
Laiil g Ay g, g pmels o ojloid g gmnjl guyL5 csiis dimn g9 039l y b pLimY—A-Y=)-V

5L el (8D 03)51)5

S 5ol g Sis Sl3db ¢ g S e lhorh (S50 sl Sy ylas 1 LT -Y-A-YN-Y

W PPV METESNTY

29 S5 (piydy 5 osedl ey —FATI-Y
Cag) y2 T Gillae (g oyl jub glo 0,61, 8 ogad )3 (9)Se 3ILT-0-A-TV-Y

(L a8 )l Suo S j3,lews) Total count

(s pw wslwl) Bacillus cereus

(W weS'sS'g l) Enterococcus

(Cutlgw 208 Lol sla pg s uuls)) Sulfite reducing clostridia

(4wl 58 zl) Enterobacteriaceae

g




N ”
e 6\&3.\)}‘)9)9»“)5()‘.)‘

SISHIS 7, JaSe 5 i ¢ gmab
o ‘FEJJ'J'T:‘-JLM.:/‘IA‘.:’/U;
0329 1€ 9 (g2 ) Subd pond 13,1y iy yge Cuwlgd )3 (o) 2 Joll i olye
2 N30 0 5lowd NRAIRLVAL] y9e ge )b WIN-NTS-FMO-005 8 ylow
(b S)Mold -

(S L pal) E. coli - -
(Mgolls) Salmonella -

llole £ 5 o blis ogase Sid i obj,l ) o STl b ,ul) Entrobacter sakazakii -

(ol

Pl pgd Al oYV
©yg0yd 35 Ojg 0 Bl sl SleMbl GillaS g Cono (qwp g (o5 S5 5B 93 ) L)l pgd dls e Slae ()
ol &)l liitus > CleMbl mllay pac b g SleMbl s oSS pas | (86 i dlao b g 5 2 b Slie 2959 pic
oo g (s b (sl 03,9158 IS 0)1a] & (g o5 S lo A0l Spg0 )3 205 g0 (bl pgd Al pe bl el

8l (o b o d bgrpe sladiy 5 Billae Slhe gy 0959 (uad 55 9 Jlu)]
LOA —-\-y-v
ool (w395 Jlo )] ol )5y (gl Ll pitan 53 00 YIILOA 265 pguas —V-V-Y-Y
355 Cagy 538 13 ol oMol (4 ysgan @dlio Lidls 185 /s laus Lauwgs 00 3YISI LOA LalsS
23l 6l b oo €5 15 Sy 3V -\ Y-V
2l Sl plo )3 03,903 ol (gylg Glis / K b pb b gollas 03,91 ,3 A-Y—V—V-Y-Y
(el colo fig)lb pb ol g s (S (oSlite <853) )8 il (o0l g =¥\ -V Y=Y
A5k o (S5
A5k odd (S5 Sanles g (6 lasl-F-V -V -Y-V
A5k s S Sanles el 5 o b-0-V-V-Y-Y
il odd S5 (Sanled 4y odd A edd il lasF—V=)=-Y-Y
il dnl cillae 468l piuw jd odd Sl BB L HYIEI-Y-Y-)-Y-Y

ol J_.oll_:)_:‘)J u_mys)) ).)La J)_w (O 4l A_:l) J.))ju_n).)Lo Lgl&eja.uo)alﬁﬁ )l u.?Ju.)Lo.: d.g.u)yo P . ‘D}A‘S

PMF -y-y-v
D95 S 25 dylge 13,1y 03y91 18 mals 019 PMFS )se )3 V-Y-Y-Y
Wb 0l JreSG FRM-NTS-FMO-008 o)less csyd gollae —V=V=Y-Y-V
sliel colo g (Manufacturer) ousjbs <8 1 cand g Glasuie oyl b —Y-V-Y-Y-Y
sl eas ,S3(License Holder)

A8k o1 S5 (g i 5 g5 S payol —Y=A-Y-Y-Y
L2l 325 456 5 4yl (Gl At (o5 03518 0S50 03lo EALS I s —FV-V-Y-V
b
il Al callas (s Ao b Joame 3y50 53 0di )55 GleMbl —0—V-Y-Y-Y

GMP —y-y-v

35 g, (FSSC22000,1S022000,1FS,HACCP.BRC) o Jslas | GMP _alsS ;g5 —\-Y—Y-V




()

‘S‘A K.\)}i)é)y‘ds K)‘.}‘
SISHIS 7, JaSe 5 i ¢ gmab
sl 9134 O Pt it
0329 1€ 9 (g2 ) Subd pond 13,1y iy yge Cuwlgd )3 (o) 2 Joll i olye
2 N30 0 5lowd NRAIRLVAL] y9e ge )b WIN-NTS-FMO-005 8 ylow

Al oad (S5 ] oyl g oS wJgr 458 a6V VY=Y

A5l g il b ledye aleS Jaous diely ——Y—=V-Y-Y-V

Aok andly jliel 200U g jeho )l g o)lad—Y—V-Y-Y-Y

il Agr dig gla gy 0aiS oLl L g 0alS ol pMayd 3 e I - FN-Y-Y-Y

FSC -¥-y-v

Dy Jlwyl ol )5 ay (g)bl Gl gle wiwww j3 00 i pYLSIFSC Laly $ g iny —V-¥-V-V
Ay o=l oMol (gygpen gdlio Ladls 4585 [l bawgs o pYISIFSC aly S ol

D5d gy y9S

g 00 ydlo ((Saoles dob a8 jalo) e joiS eMiayd juine j5 po 5l =V=V-F-V-V

A3l 4SS5 T jeheo gyl 5 o ¥ 5 b
b9y alyy (o L My (e g yd A @D joitS " edygly 8 0 jle —VV-F-Y-Y

A5k osd 3" Ail (e yyo (o Sl Bpae " L My
Ceilae Glime pla ;d 03,90, 8 Gluasuiie g pls L 03918 luasuie ¢ pls —Y=)-F-Y-Y

b sty

SMF -a-Y-v

b dnsl calle GMP  als8 ) u»).ﬂ s &5, 5L L u»)ﬂ 5 048 Aoy A1, pL —V-0-Y-Y
5L ol (S5 ob)si)é 095 L 03)9])5 S 0y bas —Y-0-Y-Y

S A 5D (65luk Oliglejl —F-Y-V
&gl lislejl 2ol asslis Wil oas , 3 (g il cliblejl plosl cygly g Los —V=5-Y-Y

3l o g8 30 00 e (5 9o el a5 ol b casls sl 16
19,5 5 tlher (S5 gl (S i 5l L ea)5l, 3 (el cltylel o Y-Fv-y

Al 0 ()

g 00 plosl o3ygly 8 (ol dndd yae dn dngi L o )linb lej s jd coud dw Jilis —Y—5-Y-V

Al ol )53 _Jy.e b 639450
LgLam] 9 & l_; ouS ..\_Jy 5).3)_,.» 9 omlﬁj A_f).g)_w PN @L@e 03)9])J d)"‘\—’b -¥—-yY-v

Al 8 ot 5 CutS S e ¢ iulosl sdind plo]

A5k 4l cdllae o5le S5,

25l oad S5 s jby —F—E-Y-Y

(Artwork) (g 4 Slsydie yguas —Y-Y-Y

L Gollao dm g Lainly Sy cane p Jolds (g0 dias s jaio o gaas Artwork j> —V—V-V-Y-Y
D9 oy WIN-NTS-FMO-002 ojloss 4y (g diaan Sls jiio anpd Jodlygiwd




SISHIS 7, JaSe 5 i ¢ gmab

o B, " b .
) s (= a2 il U

N ”
e ‘SLAJJ)")S)QA‘JSK)L\‘

0329 1€ 9 (g2 ) Subd pond 13,1y iy yge Cuwlgd )3 (o) 2 Joll i olye

a N30 0 5lowd NRAIRLVAL] s9e &,U WIN-NTS-FMO-005 8 ylow

b 4l cdillae Gliiwe plo b 103 9 AWOrK ;s z a0 SleMbl -Y-V-Y-Y-Y
Health certificate —A-Y-Y

b 25 0)lge Jolds a3y sl SitS pud 0jg > Jguamme Codl (oalgS

e GMO free
o Dioxin and Mycotoxin free
e FMD free

e Free of antibiotics
e Melamine free
e TSE/BSE free
e Hormones free

ojlad 4 |l (oMl (g)g00> Mo Sladind Lo 8 50 doliisy Billae ) Jgeud Sy > Mo (2lgS —A-Y-Y
(VAN -/+Y 50 FAVISASS

oS 3o S o L Wlg5 s 0igys sy (poliyS GMPFSC,LOA,COA & bogy o sl it 15 plag) & y5)3 £ ¥ 8 pacaad
b SalgS CiBgta 0igy iy codid 8ly) Ml s o o b oibly bl )3 Sig S Camy iyl 51 (g0 Sl
S5 181 8l oy SHE g o) St b 0 ol g gy CB (Slas 09)5 )3 03518 3108 pMlel jgo 13 1 Y 0
b ygumeS i 1> S b A Lol pd g Mg 4ol gu,l colad 3,03 3939 S lae &l o 6" SI L olite I S lae Jl))
D9 Cad 3959 9
3959 9 Sl (gmuneS’ ) Hodo =) =YY

pis Oy ) g (yp (Bl Oy a9l g 11 Cglan g ol Al sla Colstyd (o) g S LSS
Cd 39)9 9 Sl (graS i )0 25 2y 4o |y il jodo Cwslih ) )l g Bt Ciglae oy 53 o oanlie
3 om0 Jlwyl abogrye (6915 9 Bt Csglan dy s (w2 Clgdyd oy )3 pa B 3929 ©ygo p3 5 Aled
o 3 (oS s (omb (55t 93l 5 it lojlus b )3 0us 81 (gl S 599 9 Sl (ganeS 5))35 2
9> 9 1t Cglae d damme (o) Celgdyd (o 3 A 2929 9o 5> b dals Pl L (oS g dieS
D5 Jwyl dlogy e

o)l (B> altio oy (glIE g (g025) Sl b oy o pd bl 03518 & Syg0 )3 V=N eY-Y

Do Cud (S5 wlie SOL yaumneS piuw 5D Cuwlgsyd

0509 GHE 5 oy Sid pd (glyr wyp o> Sligad g GMP Wil a0l Jols gy alS=Y—V.~Y-V

g &

D9 )53 039l48 diwd 1o yamueS i 53 Cuwypd pbi —Y=) o =V-Y

il o 0kg sl g ey S yud Jolds W odygl 3 (ga dwd ¥V Y-V

Dgus o 39 (o0 Yopad Jold &S Jyaw 10 Sylhe JooST j (we 8 b Cligai—0-Y oY=V

2o 730 Jpaze gl (S g 005 des] Glrusdgl Cuond jd —F=V=Y-Y

O‘b)‘s 43'3).9 9o -r-v

A8l (o ) gy Blae Sl dlyn Hohe Y S e




N ”
e 6\&3.\)}‘)9)9»“)5()‘.)‘

SISHIS 7, JaSe 5 i ¢ gmab
o ‘FEJJ'J'T:‘-JLM.:/‘IA‘.:’/U;
0329 1€ 9 (g2 ) Subd pond 13,1y iy yge Cuwlgd )3 (o) 2 Joll i olye
2 N30 0 5lowd NRAIRLVAL] y9e ge )b WIN-NTS-FMO-005 8 ylow

oAl 0aalie b g 03903 oy 1) 3959 9 ol (gmuaS (4l b canlgd > Bullal 5 coliS blod Sl allS )y 9 a8 ol )
235 Ojgo (598 Sl SleMbl )y ¢ yallel 3939 pae g 43 e pMel S i 4 bgyyo ables oS las
FRM-NTS-FMO-003 o)l 4 IRC s a8 el dolidusy py8 —V-Y-Y
(P93 ©ypo 1) @sie Cud g Jgpamo 3959 4z jo S i8Il Cdb oMol Y-V
8 Jgime brwgs oads a0l by ls ailg s giddy =YY=V
otalesl aezs pMel 5 36T plrsl Sl any g 355 (oo ol gl 5 e Wlid)lS7 jpi b (I35 dgezmo oyl | (5 Moy igei 3 0 parid
8 Joiaso gl LWIN-NTS-NTS-007 olecs ¢ sl g0 allygiod sllao gl 5 13 ayo olKutilej] duls 3,90 $)y0 Lawsgs
g2 Wl 2595 S dgee
Sy 2 5l gy ges 4y pilo polEie)Fe o/ ¥/\F &0 SEONAAFY doliisn b ssllae MCT OIL 039 slie (ogas )3 100 pasd
sl o layly il
&30 SOO/BABDY o,la3) \AR/-5/\R &0 oDVERD CFATER o,led &) js b aol g obl » c50)ly doo 350 pasd
9 o> (Jlo @i jl i wdal (g (YY) o3lo gadge (sl ddya (yuni £9:90 L (015502 ) ool ©lile i \TAR/-F/NA
ool TTAC wilobs 4 g Sl sl o83 3b 51 4 g 15k WWAA/Y/ND £ y50 SEFSIAVAR olasd & iy igheo EU
15b o
Do Cd gy gdulS glaald TTAC wlolw jo —¥-V-V
FSC ;5 039118 pb b sllae ]l (comsy owppd )3 03,91 )3 ol —V—F-Y-V
el g (0)B 4y 03918 (5,085 pl Y -F-¥-Y
GTIN i —¥—f-y-v
J9o gu b —F-F-Y-v
o )N oy ¥ oole ¥ b slitl @) 39 elite Jlo ¥ lay liel o : Lol oyl —a-F-¥-Y
olo Lt 1L Wlgy 1,055 SLolEs il Jlo ¥ o3l 1] )3 ysSie OBl e b 3955 il slitel (WEV/+\/YY
il 5 ooy cudliny @ )lig wilo b 290 alyyy el o Jsb 3 asliy bl Jas 4 oo Laiil 5l 3
L) dogiye algyy conl ibge uod ol axsls coodlus &y judo b g pjY 8 ) (s9)> i b g 999 (S
55 55530 sl ea)gl 8 5l Sy pm b b g 299 ol 5 wled @ Pl al Ve o3le 13 08 gmeneS (4,

(ol (S Bi90l g loyd cudling )l59 LS cdblge 4 bgio

BLol b blo i iy Jold lso )5S )3 035118 (59,5 Cundg )3 11l 695y o )3 Cannl dgete (26 Juns V0
Sy W5 55 gl 5 15 plefls g1 2 (615 gy 35 b |y s e o 03,5 5

& bgiype IRC 05" il 00 S8 Y=V oY=V 40 (5 75k bgyd Ojgo & 359 5 Sl (yamumaS (4l) &5 Sy 3 1 Ad padd
Do Jld 399 9 Sl yommmaS (gl liel G 4 3STas TTAC lols

Cawl JS o)l ol 4 dilgp conge 4 ibge (LB Sables g 0d dalgd bl od)yel s cld g alyy ¢ Sauled S g yd 10 guand
oo el & (o 5 (L8 (Sauled o) placil 4 <830 5l s (Sanles &) ¥ S)lae Sl L 1) 08 Lol Ll e (Sanles
ke Jlayl JS




N ”
e 6\&3.\)}‘)9)9»“)5()‘.)‘

SISHIS 7, JaSe 5 i ¢ gmab
130 0 Pt it
0329 1€ 9 (g2 ) Subd pond 13,1y iy yge Cuwlgd )3 (o) 2 Joll i olye
2 N30 0 5lowd NRAIRLVAL] y9e ge )b WIN-NTS-FMO-005 8 ylow

olyo & &ilgy Mol Cunlgd > Cuwls (oo «lyuss Silae &l uy «ls)lg &gy Slo jiie )d i G55 2 Cyguo 401 Y ¢ 0 guand
D Joyl JS o)l oyl &y alg o]
o -A
SS-Y-A
SidomesSee Lo (Shy 9 SissngrSee oK ilojl )l 5 s [, a2 po sl olStilefl JS o)1 -
FR-F12-008-07 o,les

ANOIYY Fygo b5 (5)guie diseS (pogw dsgune -
‘ﬁ)&—Y_A

World Health Organization (WHO) -

United States Pharmacopeia (USP) -

British Pharmacopoeia (BP) -

Krause's Food & the Nutrition Care Process -
clinical pediatric dietetics -

Food and Drug Administration -

w%.: -4
ojled b oopy slie 5 iy Sid b IRC aoMoluiei/ jsio Culgd ) ogad » aille glanl, -
GUI-NTS-FMO-003
SIlgoqg s 138 5 (ouf) lo Sid i 0Xigp (g Cumdg 9 S)lie S Cund S -
WIN-NTS-FMO-002 o)loss 4 0339 (salie 5 oujy (slo s o (ghis ditay Slo jiio dgd Joodlygiws -
GUI-NTS-FMO-001 ol 4 SMF (95 ¢l WHO laal, -
FRM-NTS-FMO-002 »,l.s 4 Product Specification Form -
FRM-NTS-FMO-008 o)l & PMF -
FRM-NTS-FMO-005 olact 4 0325 shé 5 oty Sl s ol adgl i) doliusyy -
WIN-NTS-NTS-007 ojles & (5,l5y; diges Jarllygiws -
MCT OIL oy (slié il (pm o 5l (s )loy diges daliiciy -
s (S gigSalo 5 (S 315 5UT &y Loy o liitne ) sl -
o 03,918 (ige3l 39 4 bgrpe Sliite @)l asliize -
oh9 SIS 5 (o)) S0 g adgl dlge Bpae joe jodo ddliisy -
b 03,913 (5l Sl g CleMbl oo § ol Clgiume doliisn -

sme oMl (sl 03513 5 dlgo Cls sy po3) 9090 b Mo Bliiog o S o aolidsy -




D,

A )
SIS,

3313 9138 Sleilu

- T & .
PR IO g PP

sle 4359058 550l JS 1ol
JaSe 5 g gmaib

0349 SIAE g (goufy SWid poud 3,1y dilg sy youo Cowlgd 1 oty Jorlygiwd

GN3L olond ARATELVALS s9e &,U

WIN-NTS-FMO-005

D)LN.A.:Y

IRC ;500 aiyl @

goe-)

o3y slalds g o) sla Sis

‘al)flg.bgﬁ—\ i

i 3 FN | el s
3 T et gt Ca & ‘u.ﬂ._:milini-h_,a_—.o
Bt | | ) ‘ . | W 0.
-
p v, T
i 1 [ o
'-.‘!-_' - ; ‘ sl Jatal= e }—F'\i //\‘—{ ciial pg2 alsyn
il 1. i
B f 1
o a
:3: "*Id's 2a%0
]
1 ¥ — J\
T %) 4 ,
N .
e :1 ‘2 e : ,;9
i . \W/
w5
1 el o 2 el
\ Led
g |
1_
:{' 147 4325 e i \“
T, / -
b, JF prta gw \\\ //’ ol /
\\rf PgTRs
Sola gl
- = =
7
a LELE gUe
-'\
i




( ) sle 4359058 550l JS 1ol

JISHIS I, JASA 5P t"*e-_ﬂb

PR ‘Fé‘j‘ifl’:cjbné/‘u«‘:—ﬂb
0329 S14E 9 (p0a§) Suld pd OISy iy y90 Sl )3 (o 2 ol olys
A\ &35k 0lowds VEN/-UYY y9e G ,U WIN-NTS-FMO-005 0lows

é() (q)) PR FESPRN O3 B
> SIS, Al i g

oy s Bl iapans iz tis
IRC 4aYol/asaei/ j9au0 Cuslgd 3 (yoguad ;3 03V 5 fas 5 45180 89005 glaial, o
O3ty GWIEE g pou) 51 S5y 0
8 ’ Sl o e | LRV | 9o b l GUI-NTS-FMO-003 o)ladd
S i S o

555 25 gl ola [ @68 s
JoSo 5 Haaw s b S 83,5153 901 JS 8,13) o e JS ppde | Cans

plial g o b
(oig e ) ey Sis 0 pU) TRC asMal [ uaai [ ja0s Coulss 3 1890590

JUoi 5 Jads lasito Gillae oedy (S8 | o) S 05 ) (395 253 sl Al ge ojled) (i) sl Y Silbe Cangy 4

Sply Sjgee eatie plidl duled jemwd Cul Lalalg Ded 0

0O W IRC el OUsIRC i OWs IRC jyi0 s
O clsyly IRC a3 Dby IRC 3305 | Dlabyy IRC j50s Al
s3y3l,3 pb
| Aol | Spry gy 53 4 IRC oot
il Joue / 0atiS 1l pli
S g 928
b pb oo pl
a3 S
Jole e Solgils oU g oU o Jgpmn (Sl 0l g oU
Wl g 40 Lol g 40

2976 @l pod & S ARAPDF L o d 3 5 S 5l sl 5 a8k 803 (B Jgten g ol e jien 42 pege Slitis 4S5 b

535




N

JISHIS I,

sle 4359058 550l JS 1ol
JaSe 5 g gmaib

3313 9138 Sleilu

- T B miars
‘Fz‘jzf T3l (=i s s

0329 1€ 9 (s025) SWbd b D131y iy y9o Cuwlgd )3 (o) 2 Joal g olye
-\ 6553b 0,lowd NRATRYAs; y9e ge )b WIN-NTS-FMO-005 5 lowd

~J (@) sl 'b)i)" 2sal S sl
s, Jaa 5 i b

O Bl iapans iz tis
IRC 4aMool/aseil 900 Cuslgh 3 (poguad 55 p3¥ S Jas 5 43150 0950 slaial, s
0319 G o) S S350 oy
’ A ol | ALY | 290 &2, I GUI-NTS-FMO-003 oylad
i sly p¥ Sl

S3,lg IRC 2aed g j9dee al)8 @
CSp S g 3 w0 lin Canlgh s dali )
Joa g (T ol (sl 02,5138 gel S 0 ) Sl ele Lai e el 0 b (5 gt wlsy ¥
(e 395 55 ol ool (6 pppa> gilio Lidls i/ 553 13 045 HYSILOA ¥
PMF ¥
o391 Jol8 Ul &8 py
$ilub clale i s
(s 5325 12 Gl (W (2 ple dlo o] 283 3 008 WYBIFSC Y
SMF A
(oo 1325 53 ! (ol (3000 e L3l )i/ 385 0 00 RVIRIGMP A
Art work AR
P 2l N
(lae 3528 33 olal oMl (5 a00> pilie Ladls oylin/ 385 55 0ud 3 YISJ) Health Certificate aY
g adgl pbj)l askiiny aad JaSipp Y
Formula Specification Form A4 7
Jpaxe diges AT
Y IRC L0 g 900 1,8 J
CS 3 S g 3 polie Conlgs 3 dali A
cSloadgl s ead e dsliday ¥
oS 5 i smdo (sl 63,9158 90l S 0,00 31 0,000 La e cled s> by (35 Jpteme iy ¥
Jpare Slasiio il Jooi p 3 ¥
JolS U1 &5 a
Gl Sl b s
(lasiye 535 15 L) JaSa 5 (s (nud (512 03913 00l S 001l eplin purnls allyy 1) ¥
(gpe jlone b (mdlis S 3 Jilons W15 S Lo 3 0l A
S glalpl s alss A
aas g lotal, Fpimny bbb oy i Sbpins e e
015 155 0391 wiges S )




N

)

sle 4359058 550l JS 1ol
» JISHIS I, JaSs 5 g :‘323..\5
sl g Jéjirﬁwm;/‘w.:”t},
0329 1€ 9 (s025) SWbd b D131y iy y9o Cuwlgd )3 (o) 2 Joal g olye
-\ 6553b 0,lowd NRATRYAs; y9o G\l WIN-NTS-FMO-005 5 lowd

Bl apans izt

O )
—— S, T

IRC 4aMol/na03/ j9iu0 Cuslgd 3 yogaad )3 03V 5 s g 43186 0925 slaial, o
% 3 SO iy
0319 SN 5 ey 51 K250
a ‘ S s e l LRV I e b ‘ GUI-NTS-FMO-003 oylesd
IRC aaMeol ol ,8 .
S8 S g 13 poliie Cuslgd 3 dal 3
oled 4oy lE g )y sla S8 L0 CAL Wlyy monal [aded Dlpedi Cunyyd 28 10 39330 s> Lelul X

595 o 45,5 45 3 &Jls 95 FRM-NTS-FMO-007

il L2 IRC U5 jede dajls 43 5 O jge O yenis anulis

b 22> IRC 8 e 2l 43 5 O g0 Sy al

Sy Aalyd Sgliza LS 3j5e S e i g iy &b 2 o

alsy goeai [l b s 4eb aq p3 (ol vt dal g ASTRC 5 dtad &) e 48,8 &g Slps s 5

353 JoaSs FRM-NTS-FMO-006 s, & s}g (s1ié [ o0} K25

3 2L




N

313 9138 Oleits

)

JISHIS I,

o g o & .
‘F;'dzf T3l (=i s s

le 4359058 550l JS 1ol
JaSo 5 g (gmub

0329 S14E 9 (p0a§) Suld pd OISy iy y90 Sl )3 (o 2 ol olys
-\ 6553b 0,lowd NRATRYAs; y9e ge )b WIN-NTS-FMO-005 5 lowd

(@) 035505 50al S 10l
S, JaSa 5 Pinn g mib
Fodir gz i
1,15 0329 (5l LB 5 (a3 (1 SlS g 0ig ) (o)t Cunadg 5 S e )5S Sl S olys
¥ | 53l 0ot | YA ‘ 3o 2,6 | CHK-NTS-FMO-004 ojlast
[sw [ [ =n | o
03,4 pb
PR S B Clys 3 pyden
clay NEOPRT N T OR T R [ Sl k3
Calgd 3 aal \
Ay Y
el oy Y
bl ady ) bty p s v
Product Specification Form 8
Product master file(PMF) 4
Site master file(SMF) Y
Art work A
Legahized — FSC q
Brand Owner:
Legalized O LOA L
Manufacturer 12 L GMP
Lezalized = e i
Legalized = Health certificate W
Dyl Dot mps @l oLl wous w
e egld
o
ady Slga g \v
by 8 A ey
S S “
(s2105) Jpmia i pac aleS v
(3] Al i il hd
wlyx oyt o
IRC wliny s "
i ey F b e Sy S E3yg b A
sl LS oL o st gmenS sl &)U
e sy




N

P,

)

sle 8335055 55l JS 8l

JISHIS I, JaSs 5 g ¢ 924.\5_.
Hapuasngs ‘FEJ}"T;@LM;/‘IA(&/U;
0329 1€ 9 (s025) SWbd b D131y iy y9o Cuwlgd )3 (o) 2 Joal g olype
$593L 0)lond VN UYY 2930 &)U WIN-NTS-FMO-005 0 kol

O )

B Trhnns ks

s 8355058 554l IS 0ol
JaSa y i b

‘WHO Guidelines For Drafting a Site Master File

Jye

“ \ S5k o5land I PN A YA I 2980 &2,U ‘

GUI-NTS-FMO-001

0 len

WHO Guidelines for Drafting a

Site Master File

© World Health Organization
WHO Technical Report Series, No.961. 2011




N

)

sle 4359058 550l JS 1ol
JaSe 5 g gmaib

JISHIS I,
i o jé‘j;rﬁut,n.:/‘u(&/ti;
0329 1€ 9 (s025) SWbd b D131y iy y9o Cuwlgd )3 (o) 2 Joal g olye
WIN-NTS-FMO-005 8 ylow

$2N3b 0lows

VFeV/-a/vY

s9e &b

%
J s 8355058 554l IS 0ol
S, JaSa 5 s y g
o2 FoS izt
‘WHO Guidelines For Drafting a Site Master File olye
) [ Gl ojlesd ’ MV NTA I 940 g, I GUI-NTS-FMO-001 0yleuds
Annex 14

WHO guidelines for drafting a site master file

1.  Introduction
2. Purpose
3. Scope

4.  Content of site master file

Appendix

Content of a site master file

! Based on the Explanatory notes for pharmaceutical manufacturers on the preparavion of a

Inspection Convention.

Sfile of the Pt
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3 Introduction

1.1 The site master file (SMF) is prepared by the pharmacentical manufacturer and should contain
specific information about the quality management policies and activities of the site, the production and/or
qualitycontrol of pharmaceutical manufacturing operations carried out at the named site and any closely
integrated operations at adjacent and nearby buildings.If only part of a pharmaceutical operation is carried
out on the site, an SMFneed only describe those operations, e.g. analysis, packaging, etc.

1.2 When submitted to a regulatory authority, the SMF should provide clear information on the
manufacturer’s good manufacturing practices (GMP)-related activities that can be useful in general
supervision and in theefficient planning and undertaking of GMP inspections.

1.3 An SMF should contain adequate information but, as far as possible, not exceed 25-30 pages plus
appendices. Simple plans, outline drawings orschematic layouts are preferred instead of narratives. The
SMF. including appendices, should be readable when printed on A4 paper sheets.

1.4 The SMF should be a part of documentation belonging to the qualitymanagement system of the
manufacturer and kept updated accordingly. The SMF should have an edition number, the date it becomes
effective and the date by which it has to be reviewed. It should be subject to regular review toensure that it
is up to date and representative of current activities. Each annex can have an individual effective date,
allowing for independent updating.

2. Purpose

The aim of these explanatory notesis to guide the manufacturer of medicinalproducts in the preparation of
an SMF that is useful to the regulatory authority in planning and conducting GMP inspections.

3. Scope

These explanatory notes apply to the preparation and content of the SMF. Manufacturers should refer
to regional and or national regulatory requirements to establish whether it is mandatory for manufacturers
of medicinal products to prepare an SMF.

These explanatory notes apply for all kinds of manufacturing operations such as production, packaging and
labelling, testing, relabeling and repackaging ofall types of medicmal products. The outlines of this guide
could also be used in the preparation of an SMF or corresponding document by blood and tissue establishments
and manufacturers of active pharmaceutical ingredients (APIs).
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4.

Content of site master file
Refer to the Appendix for the format to be used.

Appendix

Content of a site master file

11

12

13

21

General information on the manufacturer

Contact information on the manufacturer

— name and official address of the manufacturer;

— names and street addresses of the site, buildings and production units located on the site:

— contact information of the manufacturer including 24-hour telephone number of the contact personnelin
the case of product defects or recalls; and

— identification number of the site as e.g. global positioning system (GPS)details, D-U-N-S (Data
Universal Numbering System) number (a2 uniqueidentification number provided by Dun & Bradstreet)
of the site or any other geographical location system.

Authorized pharmaceutical manufacturing activities of the site

— copy of the valid manufacturing authorization issued by the relevant competent authority in Annex
1; or when applicable, reference to the EudraGMP database. If the competent authority does not
issue manufacturing authorizations. this should be stated:

~ brief description of manufacture, import, export, distribution and other activities as authorized by the
relevant competent authorities including foreign authorities with authorized dosage forms/activities,
respectively;where not covered by the manufacturing authorization;

— type of products currently manufactured on-site (list in Annex 2) wherenot covered by Annex 1 or the
EudraGMP database: and

— list of GMP inspections of the site within the last five years; including dates and name/country of the
competent authority having performed the inspection. A copy of the current GMP certificate (Annex
3) or reference to the EudraGMP database should be included, if available.

Any other manufacturing activities carried out on the site

— description of nonpharmacentical activities on site, if any.

Quality management

The quality management system of the manufacturer

¥
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— briefdescription of the quality management systems run by the companyand reference to the standards
used;

— responsibilities related to the maintaining of the quality system includi ior 1t :and

— information on activitics for which the site is accredited and certified, including dates and contents of
accreditations, and names of accreditingbodies.

22 Release procedure of finished products

— detailed description of qualification requirements (education and work experience) of the authorized
person(s)/qualified person(s) responsible for batch certification and releasing procedures;

— general description of batch certification and releasing procedure:

— role of authorized person/qualified person in quarantine and release of finished products and in
assessment of compliance with the marketing authorization;

—the arrangements between authorized persons/qualified persons when several authorized
persons/qualified persons are involved; and

— statement on whether the control strategy employs process analytical technology (PAT) and/or real-
time release or parametric release.

23 Management of suppliers and confractors

— abrief summary of the establishment/knowledge of supply chain and t} 1 audit progr H

— a brief description of the qualification system of contractors, manufacturers of APIs and other critical
materials suppliers;

— measwres taken to enswre that products manufactured are compliant with transmitting animal
spongiform encephalopathy (TSE) guidance:

— measures adopted where substandard/spurious/falsely-labelled/falsified/counterfeit medical products,
bulk products (i.e. unpacked tablets). APIsor excipients are suspected or identified:

— use of outside scientific, analytical or other technical assistance inrelation to manufacture and analysis;

— list of contract manufacturers and laboratories including the addresses and contact information and
flowcharts of supply chains for outsourced manufacturing and QC activities, e.g sterilization of
primary packagingmaterial for aseptic processes, testing of starting raw materials, etc., should be
presented in Anmex 4; and

— brief overview of the responsibility sharing between the contract giver and acceptor with respect to
compliance with the marketing authorization(where not included under 2.2).

24 Quality risk management

— brief description of quality risk management (QRM) methodologies used by the manufacturer; and

— scope and focus of QRM including brief description of any activities which are performed at corporate
level, and those which are performed locally. Any application of the QRM system to assess contmuity
of supply should be mentioned.

Y
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25 Product quality reviews
— brief description of methodologies used.

3. Personnel

— organization chart showing the arrangements for quality management, production and quality control
positions/titles in Annex 5, including senior management and authorized person(s)/qualified
person(s); and

— number of employees engaged in the quality management, production. quality control, storage and
distribution, respectively.

Premises and equipment
4.1 Premises

— short description of plant: size of the site and list of buildings. If the production for different markets.
1.e. for local country or regional economicareas, takes place i different buildings on the site, the
buildings shouldbe listed with destined markets identified (if not identified under 1.1);

— simple plan or description of manufacturing areas with indication of scale (architectural or engineering
drawings are not required):

— layouts and flowcharts of the production areas (in Annex 6) showing the room classification and
pressure differentials between adjoining areas and indicating the production activities (i.e.
compounding. filling storage, packaging, etc.) in the rooms:

— layouts of warehouses and storage areas, with special areas for the storage and handling of highly toxic,
hazardous and sensitizing materialsindicated, if applicable; and

— brief description of specific storage conditions if applicable, but not indicated on the layouts.

4.1.1 Brief description of heating, ventilation and air-conditioning (HVAC)systems
— principles for defining the air supply. temperature. humidity. pressure differentials and air-change
rates, policy of air recirculation (%5).
4.1.2 Brief description of water systems
— quality es of water produced; and
— schematic drawings of the systems in Annex 7.

£

4.1.3 Brief description of other relevant utilities such as steam,compressed air, nitrogen, etc.

4.2 Equipment
4.2.1 Listing of major production and control laboratory equipment withcritical pieces of equipment
identified should be provided in Annex 8.

4.2.2 Cleaning and sanitation

YY
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11

6.2

63

— brief description of cleaning and sanitation methods of product contact surfaces (i.e. manual cleaning,
automatic clean-in-place, etc.).

Good manufacturing practices critical computerized systems

— descriptionof GMP critical computerized systems (excluding equip pecific pr ble logic
controllers (PLCs)).

Documentation

— description of documentation system (i.e. electronic. manual); and

— when documents and records are stored or archived off-site (including pharmacovigilance data. when
applicable): list of types of dc / ds: name and address of storage site; and an estimate of
time required to retrieve documents from the off-site archive.

Production
Type of products

References to Annex I or 2 can be made.

— type of products manufactured including:
« list of dosage forms of both human and veterinary products which aremanufactured on the site
« list of dosage forms of investigational medicinal products (IMP) manufactured for any clinical trials
on the site, and when different from the commercial manufacturing, information on production areas
and personnel:

— toxic or hazardous substances handled (e.g. with high pharmacological activity and/or with sensitizing
properties);

— product types manufactured in a dedicated facility or on a campaign basis, if applicable; and

— PAT applications, if applicable: general of the relevant gy: and
computerized systems.

Process validation

ol

— brief description of general policy for process validation: and
— policy for reprocessing or reworking.

Material management and warehousing
— amrangements for the handling of starting materials, packaging materials.bulk and finished products

including sampling, quarantine. release and storage; and
— arrangements for the handling of rejected materials and products.

v

Yy
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7. Quality control

— description of the QC activities carried out on the site in ferms of physical, chemical and
microbiological and biological testing.

8. Distribution, complaints, product defects and recalls

8.1 Distribution (to the part under the responsibilityof the afacturer)

— types (wholesale license holders, manufacturing license holders, etc.) and locations (countries or
regional economic areas) of the companies to which the products are shipped from the site;

— description of the system used to verify that each customer/recipient is legally entitled to receive
medicinal products from the manufacturer;

— brief description of the system to ensure appropriate environmental conditions during transit, e.g.
temperature monitoring/control;

— arrangements for product distribution and methods by which product traceability is maintained: and

— measures taken to prevent manufacturers’ products tentering into the illegal supply chain.

8.2 Complaints, product defects and recalls

— brief description of the system for handling laints, product defe d recalls.

Self-inspections

— short description of the self-inspection system with focus on criteria used for selection of the areas to
be covered during pl d inspections.practical arrang and follow-up activities.

Annexes to a submission of a site master file

Amnex 1 Copy of valid manyfacturing authorization

Annex 2 List of dosage forms manufactured including the International Nonproprietary Names (INN) or
common name (as available) ofAPIs used

Annex 3 Copy of valid GMP certificate

Annex 4 List of contract manufacturers and laboratories including the addresses and contact information,
and flowcharts of the supplvchains for these outsourced activities

Amnex 5 Organizational charts

Annex 6 Layouts of production areas including material and personnel flows, general flowcharts of
manufacturing processes of each product type (dosage form)

Annex 7 Schematic drawings of water systems

Annex 8 List of major production and laboratory equipment
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2/100g
of fat
g/100 ml
Docosahexaenoic acid(DHA): Epicosapentaenoic acid(EPA):
Arachidonic acid(AA):
Linoleic acid:
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7- peroxide value:
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per 100 g of powder
per 100 keal
per 100 ml of solution
Type of carbohydrates
lactose | glucose | maltodextrine | starch | sucrose | others
g per 100g of CHO
g per 100ml
8-Protein:
per 100g of powder
per 100 ml
per 100 kcal
% Casein % Whey — protein
Lactalbumin Lactoglobulin
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9- Amino acids:

Per 100g

Per 100ml

Per 100kcal

ALANINE

ARGININE

ASPARTIC ACID

CYSTINE

GLUTAMIC ACID

GLYCINE

HISTIDINE

ISOLEUCINE

LEUCINE

LYSINE

METHIONINE

PHENYL ALANINE

PROLINE

SERINE

TAURINE

THREONINE

TRYPTOPHAN

TYROSINE

VALINE

10-Minerals :

Per 100g

Per 100ml

Per 100kcal
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K

Cl

Ca

P
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Fe

Cu
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CHOLIN PER 100 ml CHOLIN PER 100 Kcal
OSMOLALITY (mOsm/Kg/H,0)
OSMOLARITY (mOsm/L)
ESTIMATED RENAL SOLUTE LOAD (ERSL) (mOsm/100 ml)
L-CARNITINE (per 100 g powder)
MYO-INOSITOL
NUCLEOTIDES
PROBIOTICS
PREBIOTICS
11- Vitamins
FOLIC PANTOTHENIC
A|(D|C|Bl|B2|B6| Bl2 | NIACIN K|H|E
ACID ACID
mg per 100
Kcal
per 100ml
Vit. E (IU) per 100 keal
per 100 ml
per g of linoleic acid
12- Type and quantity of additives
Thickening agents
Emulsifiers
pH adjusting agents
Anti-oxidant agents
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PRODUCT SPECIFICATION FORM A
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13- Microbiology specifications
Total b.cereus | staureus | sulfite coliforms | mold | Ecoli | salmonella | entrobacter
count inlg inlg reducing | inlg inlg | inlg |in 25¢g sakazakii
REME kT clostridia in lg
mlg
amount
14- Physical properties
Color
Odor
Appearance
Taste
Dispensability % based on method
Solubility
Scorched particles
The composition of air replaced gases in the containers
% of 0, in the air of container:
after 1 year
after 2 year
Packaging materials
Inner coating materials
Measuring spoon materials and its capacity in g .
Net weight
Manufacturer
Country
*NOTE: methods of analysis should be mentioned in detail.
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1. An official letter presented by the Product License Holder (PLH) on mtroducing the qualified
person who contributed to the Dossier including their name, workplace address, telephone and
fax numbers, E-mail address and their si e speci

2. Product Importing Application Form (PIAF)
*Original Package Leaflet (with translation if the language is not English)

3. Company profile:
2,1. General information of the company
2,2, Quality management system
2,2. Manufacturing Site/s:
2,3. Personnel:
2,4. Premises and equipment
2,5. Documentation
2,6. Production
2,7. Quality Control (QC)
2,8. Distribution complaints, product defects and recalls
2.9. Self-inspections

4. List of the countries in which the product registered: (Trade Name, Registered Since,
Registration No, Marketed Since)

5. List of the company/ manufacturer branches

6. Control tests on the finished product:
6.1. Release specifications:
6.2. Method of analysis:
6.3. Certificate of analysis:

7. Stability (Long tenm test results):

8. Packagng:
8.1. Packaging material:
8,2. Labels and outer text:
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