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doydu (angoweloga tp95oniu
#01 #02 #03
Paracetamol WALEIO: QOEIEAQ | o | e |
2999089
Lactose 1H,O | e | i | e | e
Maize Starch =~ | o | v | e | e,
Pregelatinized Maize | oo | v | v | e
Starch
Talc i L v | i | e
Colloidal ANhydrous | coviiiiciciicie | eveveeveseiiiis | cvevrenieecenees | eerrenre e
Silica (Aerosil 200)
Magnesium Stearate | ..occccvviveiiiiiiies | i | eveeeeieseeies | veeeseeieineas
4.2 gsdonediuea
aniizo NWEIEIO o 288190
00WSY - C o o [ PwdAY | 20medo
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v 1 Hogelonzduga Jensul:
govUsnsy vovRM [U7] kp928950yiu
Paracetamol 500.00 |
Lactose 1H,O 79.00 |
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Maize Starch 6550 |
Pregelatinized Maize Starch 500 |
Talc 3.00 |
Colloidal Anhydrous Silica 200 |
(Aerosil 200)

Magnesium Stearate 050 | .
Total 655.00
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navfingevaoaudgiiutodveddoluzousdonaududiiavyzag iy lugvuvudug

S90 UL
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o Juqlsluwes : wew PVC Hnoaumua 250 Sngo.

Fovlatiugnga war lausmoa92e9NIUnNo0seU

1
o Qs o

OogagueSonzdivgagauiiuiiioh ot ofnfioseuggnaunautauniuiiogeudod
YU

(8o

(Soutafusnga

30°C + 2°C/75% RH

X | - | X | X[ X | X | X |X]|Xx]Xx
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40°C + 2°C/75% RH

X | X | x| x| -] - - - -] -
+5% RH
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aaewzqu'n“ NAWNAWO29U(20) |0DIUSOU
No. ”mﬁ"la Q0L ey | 299 eoauSueau | Hi&9GY
KiO‘ngJ‘]SJ At23°C/ At 38°C/
85%RH 90%RH
(1m) (glm.d) (g/m.d)
1 |PVC 250 ym 200 - 250 pm 1,6-18 30-3,2 a8
(Polyvinyl Chloride)
2 |Duplex (PVC +PVDC) 270 uym 8/8:80
PVC (Polyvinyl Chloride) 200 - 250 ym
PVDC 5 um for spread of 10 g/m? 40g/m? 0,15 0,6
(Polyvinylidene Chloride) (40 - 60 - 80 g/m?) 60g/m? 0,1 0,4
80g/m? 0,05 0,3
3 |Triplex (PVC + PE + PVDC) 300 ym 8/8:30
PVC (Polyvinyl Chloride) 200 — 250 ym -
PE (Polyethylene) 25 um (8909w
PVDC 5 um for spread of 10 g/m? 40g/m? 0,12 0,55 009UY19)
(Polyvinylidene Chloride) (40-60 - 90 g/m?) 60g/m? 0,06 0,35
90g/m? 0,02 0,2
4 |Starflex (PVC + TE + PVDC) Max. 300 ym 8/8:30
PVC (Polyvinyl Chloride) 200 - 250 ym -
TE (Thermolast) Spreading TE (coating) 5 g/m? (8909w
PVDC (Polyvinylidene 5 pm for spread of 10 g/m? 60g/m? 0,06 0,35 a0
Chloride) (60 - 90 - 120 g/m?) 90g/m? 0,03 0,2
120g/m? 0,01 0,15
5 |PVC + ACLAR 270 ym &80
PVC (Polyvinyl Chloride) 200 - 250 ym
ACLAR (Polyfluor Carbonat) 15-23-51 ym 15g/m? 0,39
23g/m? 0,22
51g/m? 0,11
6 |PVC/PE/ACLAR 280 ym &S0
PVC (Polyvinyl Chloride) 200- 250 um
PE (Polyester) 25 um
ACLAR (pfc) 15-51 um 15 um <0.32
51um <0.11
7 [Aluminum Cold Forming 130 ym 0 &80
Aluminum 40 ym - 45 ym
PVC rigid 60 ym
OPA 25 um
8 [Aluminum Foil Hard Temper (Lidding Foil) 20 ym - -
Alublister for PVC Foil - -
- Aluminum 20 um - -
-PVC min. 7 g/m? - -
Alublister for PVC - PVDC Foil 30 um - -
- Aluminum 20 um - -
-PVDC 15 gim? - -
9 |Aluminum Foil for Soft Temper 40 um - -
- Aluminum 30 um
-PVDC 15 gim?
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v

gueKay # 1 mnmmo&uc&wzﬁ“aucﬁaaegé’ogagummﬂaauﬁo
(35 ASTM F1249, 38°C/90%RH)

4,50
4,00
4,00 -
-

= 3,50 -

] 3,00
-6S 3,00 - —
iG ||

© _
:é - 250 o
B8 35 2018 B
60 o

& 1,50 - .

&

e 1,00 + B 075

1
o (2]

gozedoyiilgasdoduuagsusiuiigreges

SueIwta < > dswa0suaauta 33



5th Draft

° o

5.5 : SunewuriidosadunaudeBusyuoaunauaonswagzege (Daoudaeedansdiungusy)

Tabulate and/or plot No Extrapolation; shorter

stability data on all shelf life and data covering
attributes at all storage excursions can be called for;
condition and evaluate Yes statistical analysis if real time
each attribute separately data show variability

A 4

Significant
change at

accelerated
condition within
3 months? No

No Extrapolation; shorter
shelf life can be called for;
Yes statistical analysis if real time
data show variability

Significant
change at

accelerated
condition within
6 months?

oegnauloiiusn

salugdud? No

No to (1)
or(2)

(1) Long term
data amenable to
statistical analysis and
(2) statistical analysis

perfomed?

If backed by relevant
supporting data:
Y =up to X + 3 months

No to (1) or
(2) or both

Long term
data show: (1) little
or no change over

Yes to both

time and (2) little

If back tatistical
or no variability? backed by statistical

analysis and relevant
supporting data: Y = up
to 1.5X, but not
exceeding X + 6 months

Yes to both

No to (1) or
(2) or both

No to (1)
or (2)

Accelerated
data show: (1) little
or no change over
time and (2) little
or no variability?

(1) Long term
data amenable to
statistical analysis
and (2) statistical

analysis perfomed?

Yes to both Y =Proposed shelf life
X = Period covered by real time data
Yes to both
Statistical analysis
is normally
unnecessary
A 4 A 4 A 4
Y= up to 2X, but not If backed by statistical I1f backed by relevant
exceeding X + 12 months; analysis and relevant supporting data: Y = up
or if refrigerated, supporting data: Y = up to to 1.5X, but not
Y=up to 1.5X, but not 2X, but not exceeding X + exceeding X + 6 months;
exceeding X + 6 month 12 months: or if refrigerated or if refrigerated, Y = up
Y =upto 1.5 X, but not to X + 3 months
exceeding X + 6 months
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