STABILITY REPORT

UNIFORMITY OF DOSAGE
(Content Unifermity)

The Acceptance Value obtained is less than or equal to 15,0 (L1),

100.1%, 99.1%, 88 5%, 97 8%, 98.7%,
97 0%, 38.5%, 96.2%, 100.2%, 100.1%

STABILITY REPORT NUMBER: To be defined
CONDITION: Long Term (26'CX Z'C_and 60%2 6% of Relative Humidt USGP PROCAPS - SOFGEN
PERFORMED BY: [E.GONZALEZ M
PROTOCOL NUMBER: PD486
PRODUCT NAME: Vitarnin D3 800 jU SGCs.
MANUFACTURING DATE: 14-0317
PACKAGING DATE: 14-04-25 CODE/LOT NUMBER: 300004904 1 1030179
1DAI'E STUDY STARTED: 14-03-17
API RECEVING NUMBER: 1020053
PACKAGING: Box ining 4 blister x 7 capsul
TIME MONTHS
TESTS ACCEPTANCE CRITERIA 0 3 6 9 12 13
Pink, soft-gelalin, oval-shape capsule. It contans a slightly yellow oily liquid,
CAPSULE DESCRIPTION which Is free from foreign matter. Capsules have good sheen, seal and Meets Meets Meets Meets Meets Mesls
hardness. Each capsule has a loge printed in white ink
PACKAGING DESCRIPTION Box containing 4 blister, 7 capsules / card, made of foil aluminum and film Meets Mests Meets Mests Masts Meets
AV=25

DISINTEGRATION'

Maximum 30 minutes

12, 11,10, 10, 11, 12 minutes
{Dk

10, 10, 10, 11, 10, 11 minutes

16, 16, 17, 16, 16,17 minutes

&, 6,8,6,6 Tminutes

B,7.8,7,7.7 minutes

8,8,7,7,7, 7 minules

en time of shell) (Dmsolution time of shel) {Dissalution time of shell) (Disintegration test) {Disintegration test) (D test}
VALUE PEROXIDE Maximum 20 ppm < 20 ppm <20 ppm < 20 ppm < 20 ppm < 20 ppm < 20 ppm
ASSAY Vitamin E: Mot less than 0.1% 0.3% 0.3% 0.2% 02% 02% 0.2%
ASSAY Vitamin D3 800 Ulicap; 0.0 - 115.0% (720 - 920 Ullcap.) 100.7% 100.9% 97.8% 101.6% 97.1%7 90.3%”
TRANSCHOLECALCIFEROL 2 ND WD ND ND WD ND
Mgy 154 <0.05% <005% <0.05% <0.05% <005% <005%
: = = ND ND ¥
ANY OTHER INDIVIDUAL IMPURITY Madmum 0.5% RRT 1.17 =0.1% RRT 1.17 =0.1% NG < 0.1% Ty e RRT 1.17 =0.1%
TOTAL IMPURITIES Maximum 2.0% 0.1% 0.1% 0.1% ND in 0.1%
: ) : ' <0.05% <005% ’
AEROBIC MICROBIAL COUNT (TAMC) 100 cfuig maximum. < 10 cfuig < 10 clug = 10 cfuig
MOLDS AND YEASTS COUNT [TYMC) 10 cfiwg maximum, = 10 cfulg = 10 cfulg < 10 efulg
|Escherichia coli Absent f1g Absent f1g Absent g Absent /g
Staphylococcus aureus Abser Mg Absent i1g Absent /g Absent g
Pseud, gl Absent fg Absent g Absent Mg Absent g
Salmonella spp Absent 10g Absant 110g Absent 10g Absent /10
SAMPLING DATE (YY/MMIDD) 14-07-01 14-08-18 14-12-18 15-03-18 15-09-18
ACTUAL TEST DATE (YY/MM/DD) 14-04-11 14-07-01 14-09-18 14-12-23 15-03-18 15-09-30
METHOD REVISION NUMBER USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 01 USGP-0221-VERSION 01

[Footnotes: ND {Not Detectable)
NC [Not Quantifiable)

1. 00T-14-11-042,

2. 00T-15-03-018.
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STABILITY REPORT

STABILITY REPORT NUMBER:

UNIFORMITY OF DOSAGE
{Content UnHormity)

The Acceptance Value obtained s less than or equal to 15.0 {L1).

B7.5%, 99.6%, 96.8%, 98.2%, 99.2%,
§7.2%, 98.7%, 100.6%, 98.0%, 98.2%

To be defined
CONDITION: Long Term (25°C= 2°C_and 0% 5% of Relative Humidry) USGP PROCAPS - SOFGEN
PERFORMED BY: E. GONZALEZ M
PROTOCOL NUMBER: PO486
PRODUCT NAME: Vitamin D3 800 IU SGCs
MANUFACTURING DATE: 14-03-19
PACKAGING DATE: 14-04-24 CODE / LOT NUMBER: 300004904 / 1030178
DATE STUDY STARTED: 14-03-1%
APl RECEIVING NUMBER: 1020053
PACKAGING: Box containing 4 blister x 7 capsules.
TIME MONTHS
TESTS ACCEPTANCE CRITERIA 0 3 6 9 12 18
Pink, sofi-getatin, oval-shape capsule, it contans a skghtly yellow oy liquid, which|
CAPSULE DESCRIPTION i free from foreign matter. Capsules have good sheen, seal and hardness, Each| Meets Meets Meets Meets Meets Meets
capsule has a logo printed in white ink.
PACKAGING DESCRIPTION Box containing 4 blister, 7 capsules | card, made of foil aluminum and fim PVDC. Meats Meets Meets Meets Meets Meats
AV=29

DISINTEGRATION'

Maximum 30 minutes

12,11, 11,12, 10, 11 minutes 10, 11,10, 11, 10, 11 minutes

698,789 minutes

8,7,8,5. 5 5 minutes

7.7.8, 7,8, T mnutes

7.7,8,8,7, 8 mnutes
{Disl

(Disselution ttime of shell} (Dissolution time of shell} (Disintegration tima) (Disintegratien test) (Disintegration test) test)
VALUE PEROXIDE Masimum 20 ppm <20 ppm =20 ppm <20 ppm < 20 ppm < 20 ppm < 20 ppm
[ASSAY Vitamin E: Not less than 0.1% 0.3% 0.3% 0.2% 02% 0.3% 0.2%
ASSAY Vitamin D3 800 Ulicap; 80.0 - 115.0% (720 — 920 Ucap.) 101.0% 100.7% 100.3% 102.1% 87.1%° 90.1%"*
TRANSCHOLECALCIFEROL . ND ND ND ND WD ND
laximum 1.5%
L ot <005 % < 0.05% = 0.05 % < 0.05% < 0.05 % =005%
ANY OTHER INDIVIDUAL IMPURITY Maimum 0.5% RRT 1.17 =0,1% RRAT 117 =0.1% RRT 117 =0.1% ‘ aNoDs " RAT 1.17 =0.1% RRT 1.17 =0.1%
TOTAL IMPURITIES Maimum 2.0% 0.1% 0.1% 0.1% et 0.1% 0.1%
AEROBIC MICROBIAL COUNT (TAMC) 100 chulg masdmum, < 10 clwig <10 cfu'g <10 clulg
MOLDS AND YEASTS COUNT (TYMC) 10 efw'g maximum. = 10 clug =10 clufy =10 cfu'y
Escherichia coli Absent (g Absent fg Absent i1g Absent i1g
Staphylococcus aureus Absenti1g Absent My Absent /g Absent g
Pseudomonas acruginosa Absent i1g Absent I1g Absent fig Absent fig
Salmonella spp Absent /10y Absent [10g Absent /10g Absent /10g
SAMPLING DATE (YY/MM/DD) 14-07-01 14-08-19 14-12-18 15-03-18 15-09-18
ACTUAL TEST DATE (YY/MMWDD) 14-04-11 14-07-01 14-09-25 14-12-23 15-03-18 15-08-30

METHOD REVISION NUMBER

USGP-0221-VERSION 00 USGP-0221-VERSION 00

USGP-0221-VERSION 00

USGP-0221-VERSION 00

USGP-0221-VERSION 01

USGP-0221-VERSION 01

[Footnotes: ND (Not Detectabie)
1. DOT-14-11-042.
2. 0OT-14-10-033.
3. 0OT-15-03-018.
4, 005-15-09-090.
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STABILITY REPORT

STABILITY REPORT NUMBER: To be defined
CONDITION: Long Term (25°C+ 2°C and 60%+ 5% of Relative USGP PROCAPS = SOFGEN
PERFORMED BY: E. GONZALEZ M
PROTOCOL NUMBER: PD486
PRODUCT NAME: Vitamin D3 800 IU SGCs
MANUFACTURING DATE: 14-03-17
PACKAGING DATE: 14-04-25 CODE / LOT NUMBER: 300004504 / 1030180
DATE STUDY STARTED: 14-03-17
APl RECEIVING NUMBER: 1020053
PACKAGING: Box ining 4 blister x 7
TIME MONTHS
TESTS ACCEPTANCE CRITERIA 0 3 [ 9 12 12
Pink, soit-gelatin, oval-shape capsule. It contains a slightly yellow olfy liquid, which|
CAPSULE DESCRIPTION is free from foreign matter. Capsules have good sheen, seal and hardness. Each| Meets Meets Meets Meets Meets Meets
capsule has a logo printed in white ink.
PACKAGING DESCRIPTION Box containing 4 blister, 7 capsules { card, made of foi aluminum and film PVDC. Meets Meets Meets Meets Meats Meets
UNIFORMITY OF DOSAGE Ayezs
c Unif The Accepfance Value oblained is less than or equal to 15.0 {L1) 99.4%, 99.0%, 99.1%, 98.6%, 99.9%,
(Content Uniformity) 100.7%, §7.2%, 98.1%, 57.6%, 99,0%
: g 11,10, 18, 11, 11, 10 mintes 8, 8.9, 9, 8 9 minutes 17.17,17,17.17,18 mimites 7.7.6,8, 5, 5minutes 7.7.7.8,7, 7 minutes 7.8,88,7. 8 minut
1 M a0 \ inutes
DISINTEGRATION axjmum; 30 mimies (Dissolution ime of shedl) (Disintegration time) (Dissohtion time of shell) (Disintegration Test) (Disintegration test) (Drsi test)
VALUE PEROXIDE Maximum 20 ppm =20 ppm < 20 ppm <20 ppm <20 ppm <20 ppm <20 ppm
ASSAY itamin E: Not less than 0,1% 0.3% 0.2% 0.2% 0.2% 0.2% 0.2%
ASSAY Vitamin D3 800 Ulfcap: 90.0 - 115.0% (720 - 920 Ulcap ) 100.6% 101.%% a8 4%" 101.4% 96.8% 1.5%"
TRANSCHOLECALCIFEROL e ND ND ND ND ND ND
= 0.05 % =< 0,05 % < 0.05 % < 0.05 % <0.05% <0.05%
ANY OTHER INDIVIDUAL. IMPURITY Maximum 0.5% RRT 1,17 =0.1% RRT 1.17 =0.1% RRT 1,17 =0.1% ND RRT 117 =0.1% HD
< 0.05 % =005 %
TOTAL IMPURITIES Maximum 2.0% 0.1% 0.1% 0.1% D 0.1% ND
=0.05 % : = 005 %
AEROBIC MICROBIAL COUNT (TAMC) 100 cfig maximum. =10 cfulg <10 cfufg <10 clulg
MOLDS AND YEASTS COUNT (TYMC) 10 cfw'g maximum. =10 cfug =10 clulg =10 cfulg
Escherichia coli Absent g Absent /g Absent /1g Absent 119
Staphylococcus aureus Absent Mg Absent /g Absent g Abzentilg
Pseudomonas aeruginosa Absent f1g Absent f1g Absent f1g Absent g
| Saimenella spp Absent /10g Absent /10g Absent [10g Absent /10g
SAMPLING DATE (YY/MMWDD) 14-07-01 14-09-18 14-12-18 15-03-18 15-08-18
ACTUAL TEST DATE {YY/MM/DD} 14-04-11 14-07-01 14-09-18 14-12-23 15-03-18 15-08-30
METHOD REVISION NUMBER USGP-0Z21-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 01 USGP-0221-VERSION 01

Footnotes: ND (Not Detectable)
1. 00T-14-11-042.
2. 0OT-14-09-025.
3. 0OT-15-03-018,
4, 00S-15-09-080,
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STABILITY REPORT

‘CONDITION:

STABILITY REPORT NUMBE To be defined
Zone IVb {30°C% 2°C_and 75%: 5% of Relative Humidity)

USGP PROCAPS - SOFGEN

PREPARED BY:
STARILITY COORDINATOR

A [15-CH-2%
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PERFORMED BY: L. Barragan
PROTOCOL NUMBER: PD486
PRODUCT NAME: Vitamin D3 800 IU SGCs
MANUFACTURING DATE: 14:03-19
PACKAGING DATE: 14-04-24 CODE / LOT NUMBER: 300004904 / 1030178
DATE STUDY STARTED: 140504
API RECEIVING 1020053
PACKAGING: Box containing 4 blister x 7 capsules
TIME MONTHS
TESTS ACCEPTANCE CRITERIA 0 3 6 2 12
Pink, soft-gelatin, oval-shape capsule. It contains a shightly|
yellow oily liquid, which is free from foreign matter. Capsules|
CAPSULE DESCRIPTION have good sheen, seal and hardness. Each sapecie e Meets Meets Meets Meets Meets
logo printed in white ink.
PACKAGING DESCRIPTION Box containing 4 blister, 7 capsules / card, made of foil Mests Meets Mests Mests Moets
aluminum and film PVDC.
- AVEZS
?CTF:RIAJT;::“ :J:,SAGE The Acceptance Value obtained is less than or equal to 15.0 97.5%, 59.6%, 96.8%, 98.2%, 98.2%, : . . .
ntent Uni 97.2%, 98.7%, 100.6%, 98.0%, 99.2% A Sl bt e e e e
] : " 12,71, 11, 12, 10, 71 mindtes ,6.5,7, 5, 6 minutes 55,8, 6, 6, 5 minutes 5,6.5,5, 6, 6 minutes €.6,5,6,6 6mnutes |
DISINTEGRATION Maximum 30 minutes (Dissolution time of shell) (Disintegration fime) (Disintegration time) (Disintegration time) (Disintegration time) :
VALUE PEROXIDE Maximum 20 ppm <20 ppm <20 ppm <20 ppm <20 ppm <20 ppm i
Assay Vitamin E: Not less than 0.1% 03% 0.2% 0.2% 0.2% 0.2%
ASSAY Vitamin D3 800 Ulfcap; 90.0 - 115.0% (720 - 920 Ulfcap.) 101.0% 97.5% 100.4% 96.3% 95.6%
TRANSCHOLECALCIFEROL oo 1 5% o D D N ND
<0.05% <0.05% <005% <0.05% <005%
) ND ND -
ANY OTHER INDIVIDUAL IMPURITY Maximum 0.5% RRT 1.17 =0.1% 008 % <005% RRT 1.17 = NC (<0.1%) RRT 1.17 =0.1%
N “ND ND o
TOTAL IMPURITIES Maximum 2.0% 0.1% <008 % <005 % NC (<0.1%) 0.1%
AEROBIC MICROBIAL COUNT (TAMC) 100 chu/g maximum. <10 cfulg T <10 clulg ; <10 cfulg
IMDLDS AND YEASTS COUNT (TYMC) 10 cfuig maximum. <10 cfulg 5 ciwg B : <10 cfulg
Escherichla coll Absent /1g Absent /1g Absent /1g Absent /1g
Staphylococcus aureus. Absent /I1g Absent I1g Absent /1g Absent /1g
Pseudomonas aeruginosa Absent 11g Absent /1g Absent /g Absent /1g
Salmonella spp Absent /10g Absent 110g Absent /10g Absent /10g
SAMPLING DATE (YY/MM/DD) B : 14-08-05 14-11-06 15-02-05 15-05-05
ACTUAL TEST DATE (YY/MM/DD) 14-04-11 14-08-06 14-11-06 1502:07 15-05-08
METHOD REVISION NUMBER USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 | USGP-0221-VERSION 01
Footnotes: ND (Not Detectable)
1.00T-14-11042,
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STABILITY REPORT

STABILITY REPORT NUMBER: To be defined

CONDITION: Zone Vb (30°C£ 2°C_and 75%% 5% of Relative Humidity) USGP PROCAPS - SOFGEN
PERFORMED BY: L Barragan
PROTOCOL NUMBER: PDag6
PRODUCT NAME: Vitamin D3 800 1U SGCs
| MANUFACTURING DATE: 140317
PACKAGING DATE: 14-04-25 CODE / LOT NUMBER: 300004304 /1030179
DATE STUDY STARTED: 14-05-04
AP RECEIVING 1020053
PACKAGING: Box contalning 4 blister x 7 capsules
TIME MONTHS
TESTS L ACCEPTANCE CRITERIA [ 3 6 ) 12
Pink, soft-gelatin, oval-shape capsule. !t contains a slightly|
yellow aily liquid, which is free from foreign matter. Capsules
CAPSULE DESCRIPTION yo o ol o hodas, Bt sapeats pon o Meets Meets Meets Mests Meets
logo printed in white ink.
PACKAGING DESCRIPTION Box containing 4 biister, 7 capsules / card, made of foil Mests Meets Vests Mests
aiuminum and fim PVDC,
UNIFORMITY OF DOSAGE The Acceptance Value obtained is less than or equal to 15.0) AV=25 .
A, s - 100.1%, 99.1%, 98.5%, 67.8%, 98.7%,
t ormity) . 97.0%, 98.5%, 58.2%, 100.2%, 100.1% e L A : ; St
72, 11, 10, 70, 11, 12 minites 56,6, 6,6, 6 mindies 5,5,5,6,6, 5 mnutes 5,6, 6,6, 6, 5 mindies 6.6, 5.5,6, 6 minutes
DISINTEGRATION Maximum 30 minutes {Dissolution time of shel) (Disintegration time) (Disintegration time) (Disintegration time) (Disintegration time)
VALUE PEROXIDE Maximum 20 ppm <20ppm <20 ppm <20 ppm <20 ppm <20 ppm
ASSAY Vitamin E: Not less than 0.1% 03% 02% 0.2% 0.2% 0.2%
ASSAY Vitamin D3 800 Ul/cap; 90.0 - 115.0% (720 - 920 Ulicap.) 100.7% 98.3% 103.7% 98.0% 94.6%
TRANSCHOLECALCIFEROL ) ND ND ND ND ND
Maximum 1.5% <0.05% <005 % <005% <0.05% <0.05%
- » ND N " -
ANY OTHER INDIVIDUAL IMPURITY Maximurm 0.5% RRT 1.17 =0.1% c0mE% o0t % RRT 1.17 =0.1% RRT 117 =0.1%
- —ND ND .
TOTAL IMPURITIES Maximum 2.0% 0.1% <o0e% cote % 0.1% 0.1%
AEROBIC MICROBIAL COUNT (TAMC) 100 cfulg maximum. <70 g B T <10 chulg <10 cfulg
MOLDS AND YEASTS COUNT (TYMC) 10 cfulg maximum. <10 cfulg i <10 cfulg S < 10 cfulg
IEscherlchla coll ‘Absent Ig Absent /g B Absent/11g T e Absent /1g
Staphylococcus aureus Absent /1g Absent /1g Absent /19 ST R ; Absent /1g
Pseudomonas aeruginosa Absent /1g Absent /1g Absent /1g Absent /1g
Saimonella spp Absent /10g ‘Absent 110g ; B Absent /10g B ‘Absent /10g
SAMPLING DATE (YY/MM/DD) : S S 14-08-05 14-11-06 15-02:05 15-05-05
ACTUAL TEST DATE (YY/MM/DD) 14:04-11 14-08-06 14-11-08 15-02-07 15-05-08
METHOD REVISION NUMBER USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 | USGP-0221-VERSION 01
Footnotes: ND {Not Detectable)

1. 00T-14-11-042.

PREPARED BY:
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STABILITY REPORT

STABILITY REPORT NUMBER:  To be defined
CONDITION: Zone Vb (30°C+ 2°C_and 75%: 5% of Relative Humidity) USGP PROCAPS - SOFGEN
PERFORMED BY: L. Barragan
PROTOCOL NUMBER: PD486
PRODUCT NAME: Vitamin D3 800 IU SGCs
MANUFACTURING DATE: 14-03-17 e R SRR S N
PACKAGING DATE: 14-04-25 CODE / LOT NUMBER: 300004904 / 1030180
DATE STUDY STARTED: 1405-04
API RECEIVING NUMBER: 1020053
PACKAGING: Box containing 4 blister x 7 capsules
TIME MONTHS
TESTS ACCEPTANCE CRITERIA 0 3 8 9 12 18 24 30 35
Pink, soft-gelatin, oval-shape capsule. It contains a slightly| B
yellow oily liquid, which is free from foreign matter.
CAPSULE DESCRIPTION Capsules have good sheen, seal and hardness. Each Meets Meets Meets Mests Meets
capsule has alogo printed in white ink.
Box containing 4 blister, 7 capsules / card, made of foil
PACKAGING DESCRIPTION aluminum and film PVDC. Meets Meets Meets Meets L Meets
v AV=25 : . ‘
%NIF?R:{I"TVE:)F I_JOSAGE The Acceptance Value::sb;a}ri::)! is less than or equal to 99.4%, 98.0%, 99.1%, 98.6%, 99.9%,
{Content Uniformity) O 100.7%, 97.2%, 88.1%, 97.6%, 99.0% Y o i ; o e . ‘ X
" i N 11, 10, 10, 11, 11, 10 minutes 6, 5, 4,8, 5, 6 minutes 8, 6,5, 5,6, 5 minutes 6,86,5,5,5, 6 minutes 6,86, 6, 6, 6, 6 minutes
DISINTEGRATION Maximum 30 minutes (Dissolution time of shell) (Disintegration time) (Disintegration time) (Disintegration time) (Disintegration ime)
VALUE PEROXIDE Maximum 20 ppm <20 ppm <20 ppm <20 ppm <20 ppm <20 ppm
ASSAY Vitamin E: Not less than 0.1% 0.3% 0.2% 02% 0.2% 0.2%
ASSAY Vitamin D3 800 Ul/cap; 80.0 ~ 115.0% (720 - 920 Ul/cap.) 100.6% 98.9% 100.7% 97.8% 95.2%
TRANSCHOLECALCIFEROL Maximum 1.5% ND ND ND ND ND
<0.05% <0.05% <0.05% <0.05% <0.05%
- N 019 ND ND =0.1% =0.19
ANY OTHER INDIVIDUAL. IMPURITY Maximum 0.5% RRT1.17=0.1% <0.05% <0.05% RRT 1.17 =0.1% RRT 117 =0.1%
. o o ND ND o
TOTAL IMPURITIES Maximum 2.0% 0.1% <0.05% <0.05% 0.1% 0.1%
AEROBIC MICROBIAL COUNT (TAMC) 100 cfulg maximum. < 10 cfulg i 2 o < 10 cfu/g <10 cfulg
MOLDS AND YEASTS COUNT (TYMC) 10 cfu/g maximum. <10 cfulg < 10 cfulg < 10 cfulg
Escherichia coli Absent/1g Absent /19 Absent /19 Absent /1g
Staphylococcus aureus Absent /1g Absent /1g Absent /1g Absent /19
Pseudomonas aeruginasa Absent /1g Absent /1g Absent /1g Absent/1g
Saimonella spp Absent /10g Absent /10g 3 i 5 Absent /10g o Absent /40g
SAMPLING DATE (YY/MM/DD) 14-08-05 14-11-06 15-02-05 15-05-05
ACTUAL TEST DATE (YY/MM/DD) 14-04-11 14-08-06 14-11-06 15-02-07 15-05-08
METHOD REVISION NUMBER USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 | USGP-0221-VERSION 01
Footnotes: ND (Not Detectable)
1. 00T-14-11-042,

PREPARED BY:
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STABILITY REPORT

[STABILITY REPORT NUMBER: To be defined

Accelerated (40°C# 2°C_and 75%% 5% of Relative Humidity)

[CONDITION:
[PERFORMED BY: L. Barragén
[PROTOCOL NUMBER: PD486

TURING DATE: 14-03-13

PACKAGING DATE: 15-04-24
IDATE STUDY STARTED: 14-04-29
PACKAGING:

Box containing 4 blister x 7 capsules

USGP PROCAPS - SOFGEN

PRODUCT NAME:

CODE/ LOT NUMBER:

AP{ RECEIVING NUMBER:

Vitamin D3 800 IU SGCs.

300004304 / 1030178

1020053

TIME MONTHS

have good sheen, seal and hardness. Each capsule has a
logo printed in white ink.

PACKAGING DESCRIPTION

Box containing 4 blister, 7 capsules / card, made of foil
aluminum and film PVDC.

UNIFORMITY OF DOSAGE
(Content Uniformity)

The Acceptance Value obtained is less than or equalto 15.0
L.

TESTS ACCEPTANCE CRITERIA o
Pink, soft-gelatin, ovakshape capsdle. It contains a siightly
CAPSULE DESCRIPTION vellow cily fiquid, which is free from foreign matter. Capsules| Meets

AV=29
97.5%, 99.6%, 96.8%, 98.2%, 99.2%,
97.2%, 98.7%, 100.6%, 98.0%, 99.2%

DISINTEGRATION'

Maximum 30 minutes

12,11,11, 12,10, 11 minutes
(Dissolution time of shell)

11, 11,10, 12, 10, 13 minutes
(Dissolution time of shell)

VALUE PEROXIDE Maximum 20 ppm <20 ppm <20 ppm
ASSAY Vitamin E: Not less than 0.1% 0.3% 0.2%
Vitamin D3 800 Ulicap; 90.0 - 115.0% " 02
ASSAY (720 920 Uilcap.) 101.0% 98.4%’
' TRANSCHOLECALCIFEROL Maximum 1.5% ND ND
<005% <0.05%

ANY OTHER INDIVIDUAL IMPURITY

Maximum 0.5%

RRT 1.17 =0.1%

RRT 1.17 =0.1%

TOTAL IMPURITIES Maximum 2.0% 0.1%

AEROBIC MICROBIAL COUNT (TAMC) 100 cfu/g maximum. <10 cfulg

MOLDS AND YEASTS COUNT (TYMC) 10 cofu/g maximum. <10 culg

Escherichia coli Absent/1g Absent 1g

Staphylococcus aureus Absent /1g Absent g

Pseudomonas aenuginosa Absent 1g Absent /1g

Salmonella spp Absent /10g Absent 10g
SAMPLING DATE (YY/MM/DD) 140530

ACTUAL TEST DATE (YY/MM/DD} 140411 14-05-30

METHOD REVISION NUMBER USGP-0221-VERSION 00 USGP-0221-VERSION 00

Footnotes: ND (Not Detectable).
1. 00T-14-11-042.
2, US-14-08-042

6,7,7,6,6,7 minutes

SR i

8,9,9,8,9, 8 minutes

(Disintegration Time) (Disintegration Time)
<20 ppm <20 ppm
02% 0.2%

97.0% 97.4%

ND ND
<005% <005%

RRT 1.17 =0.1%
RRT1.23=0.1%

RRT1.07=02%

02%

<10 cfufg

<10 cfufg

Absent /g

Absent/1g

Absent/1g

Absent /10g

14-07-30

0.2%

2014-10-30

14-07-31

2014-11-01

USGP-0221-VERSION 00

USGP-0221-VERSION 00
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STABILITY COORDINATOR

S ATM)OI _“_?.C@M

BY:

18 -0\- 2q

15-ci- 24

ANALYTICAL DEVELOPMENT / REGULATORY AFFAIRS

Page 1of 1

)
e i . |12

auaLmry adsurance




STABILITY REPORT

STABILITY REPORT NUMBER: To be defined

logo printed in wite ink.

lhave good sheen, seal and hardness. Each capsule has a

PACKAGING DESCRIPTION Box containing 4 blister, 7 capsules / r:;rd. made of foil

aluminum and film PVDC.

UNIFORMITY OF DOSAGE The Acceptance Value obtained is less than or equal to 15.0
{Content Uniformity) ).

100.1%, 99.1%, 93.5‘;/n. 97.8%, 98.7%,
97.0%, 98.5%, 98.2%, 100.2%, 100.1%

DISINTEGRATION' Maximum 30 minutes

12, 11,10, 10, 11, 12 minutes

13,12, 13,12, 13, 13 minutes

coNDITION: Accelerated (40°C2 2°C_and 7% 5% of Relative Humidity) USGP PROCAPS - SOFGEN
PERFORMED BY: L Barragan
PROTOCOL NUMBER: PDagE

PRODUCT NAME: Vitamin D3 800 IU SGCs.
MANUFACTURING DATE: 140317
PACKAGING DATE: 140425 CODE /LOT NUMBER: 300004904 / 1030179
DATE STUDY STARTED: 140629

API RECEIVING NUMBER: 1020053
PACKAGING: Box containing 4 blister x 7 capsules

TIME MONTHS
TESTS ACCEPTANCE CRITERIA
Pink, softgelatin, oval.shape capsule. It contains a siight

| CAPSULE DESCRIPTION yellow ofty liquid, which is free from foreign matter. Capsules

8,7,7,6,7, 8 minutes

JANY OTHER INDIVIDUAL IMPURITY Maximum 0.5%

RRT 1.17 =0.1%

RRT 1.17 =0.1%

{issolution time of shefl {Dissoldtion fime of shell (Disintegration Time) (Disintegration Time)
VALUE PEROXIDE Maximum 20 ppm <20 ppm <20 ppm <20ppm <20ppm
AssaY Vitarmin E: Notless than 0.1% 0% 02% 02% 02%
Vitamin D3 800 Ulicap; 90.0 - 115.0% . y
assay 20 . 925 Uiean) 100.7% 98.5% 97.1% 97.0%
TRANSCHOLECALGIFEROL ) y ) ND ND ND
Madmum 1.5% <005% <005% <0.05% <0.05%

RRT 1.17 =0.1%
RRT123=0.1%

[TOTAL IMPURITIES Maximum 2.0%

0.1%

0.1%

[AEROBIC MICROBIAL COUNT (TAMC) 100 cfu/g maximum. <10 cfu/g
MOLDS AND YEASTS COUNT (TYMC) 10 cfu/g maximum. <10 cfug
Escherichia coli Absent g Absent /1g
Staphylococcus aureus Absent /g Absent /1g
Pseudomonas aeruginosa Absent/1g Absent/1g
| Salmonella spp Absent /10g Absent /10g

SAMPLING DATE (YY/MM/DD)

ACTUAL TEST DATE (YY/MM/DD)

14-04-11

RRT 1.07 =0.2%

14-05-30

METHOD REVISION NUMBER

USGP-0221-VERSION 00

USGP-0221-VERSION 00

02% 02%
<10 cfulg
<10 cfulg
Absent /1g
Absent g
Absent /1g
Absent 10 -
14-07-30 20141030
14-07-31 2014-11-01

USGP-0221-VERSION 00

Footnotes: ND (Not Detectable).
1. 00T-14-11-042.

USGP-0221-VERSION 00
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STABILITY REPORT

[STABILITY REPORT NUMBER: To be defined

[CONDITION: (40°Cx 2°C_and 75%z 5% of Relative Humidity) USGP PROCAPS - SOFGEN
[PERFORMED BY: L. Barragan
[PROTOCOL NUMBER: PD486
PRODUCT NAME: Vitamin D3 800 IU SGCs
IMANUFACTURING DATE: 14-03-17
[PACKAGING DATE: 14-04-25 CODE /LOT NUMBER: 300004304 / 1030180
DATE STUDY STARTED: 14-04-29
API RECEIVING NUMBER: 1020053
[PACKAGING: Box 4 blister x 7 capsules
TIME MONTHS
TESTS ACCEPTANCE CRITERIA 3 1 3 6
Pink, soft-gelatin, oval-shape capsule. It contains a sfightly| :
vellow oily fiquid, which is free from foreign matter. Capsules|
[CAPSULE DESCRIPTION lhave good sheen, seal and hardness. Each capsule has a Meets Mests Meets Meots
logo printed in white ink.
S ACKAGING DESCRIPTION Box containing 4 bister, 7 capsules / card, made of ol
aluminum and film PVDC,
UNIFORMITY OF DOSAGE The Acceptance Value obtained is less than or equal to 15.0 Av=25
Content Uniformif N 99.4%, 99.0%, 99.1%, 98.6%, 99.9%,
(Content Uniformity) 100.7%, 97.2%, 98.1%, 97.6%, 99.0% .
i s
< " - 11,10, 10, 11, 11, 10 minutes 10,12, 12, 11, 10, 10 minutes 7.6,7,8,7,7 minutes 8,8,9,9,8,8 minutes
DISINTEGRATION Maximum 30 minutes {Dissoltion ime of shell) {Dissolution time of shell) (Disintegration Time) (Disintegration Time)
\VALUE PEROXIDE Maximum 20 ppm <20 ppm <20 ppm <20 ppm <20 ppm
ASSAY Vitamin E: Not less than 0.1% 0.3% 0.2% 02% 0.2%
Vitamin D3 800 Ulicap; 90.0 - 115.0% , 2 ,
ASSAY (720 - 820 Ullcap.) 100.6% 98.7% 97.8% 98.0%
[ TRANSCHOLECALCIFEROL . ND ND ND ND
Maximum 1.5% <0.05% <005% <0.05% <0.05%
- o RRT 1.17 =0.1% —
[ANY OTHER INDIVIDUAL IMPURITY Maximum 0.5% RRT1.17=0.1% RRT 1.17 =0.1% e o, RRT 1.07 =0.1%
TOTAL IMPURITIES Maximum 2.0% 0.1% 0.2%
AEROBIC MICROBIAL COUNT (TAMC) 100 cfu/g maximum, <10 cfulg <10 cfuig
MOLDS AND YEASTS COUNT (TYMC) 10 cfu/g maximum. <10 cfufg <10 cfug
[Escherichia coli Absent f1g Absent /1g Absent /1g
Staphylococcus aureus Absent /1g Absent /1g Absent /1g
[Pseudomonas aeruginosa Absent /1g Absent /1g Absent /1g
Salmonella spp Absent /10g Absent /10g Absent /10g
SAMPLING DATE (YY/MM/DD} 14-07-30 2014-10-30
ACTUAL TEST DATE (YY/MMIDD) 140411 14-05-30 14-07-31 20141101
METHOD REVISION NUMBER USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00 USGP-0221-VERSION 00
Footnotes: ND (Not Detectable).
1. 00T-14-11-042.
2. US-14-06-42.

PREPARED BY: /P]Lb l . 2
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STABILITY REPORT

STABILITY REPORT NUMBER: To be defined
CONDITION: Holding Time (14°C To 28°C and 70%of Relative Humidity Maximum) USGP PROCAPS - SOFGEN
PERFORMED BY: L. Barragan
PROTOCOL NUMBER: PD480
PRODUCT NAME: Vitamin D3 800 IU SGCs
MANUFACTURING DATE: 14-03-17
PACKAGING DATE: 14-93-31 CODE/ LOT NUMBER: 400004764 / 1026327
DATE STUDY STARTED: 14-04-09
API RECEIVING NUMBER: 1020053
PACKAGING: Polyethylene dark bags x 100 capsules
TIME MONTHS
TESTS ACCEPTANCE CRITERIA 0 1 2 3 3
Pink, soft-gelatin, oval-shape capsule. It contains a ¢
slightly yellow oily liquid, which is free from foreign
CAPSULE DESCRIPTION matter. Capsules have good sheen, seal and hardness. Meets Meets Meets
JEach capsule has a logo printed in white ink.
PACKAGING DESCRIPTION Polyethylene dark bag x 100 capsules. Meets Meets Meets
UNIFORMITY OF DOSAGE The Acceptance Value obtained is less than or equal to AV=25 = i
c ¢ Uniform 15.0 (L1) 100.1%, 99.1%, 98.5%, 97.8%, 98.7%, s : 2
(Content Uniformity) A D, 97.0%, 98.5%, 98.2%, 100.2%, 100.1% o -
cEEN e
. = 12,11, 10, 10, 11, 12 minutes 13, 11,12, 11, 12, 10 minutes 6,6,6,7, 6,7 minutes
1 30 ut . R 2 11,14, 71, e, .6,6,7,8,
DISINTEGRATION Maximum 30 minutes (dissolution ime of the shell (dissolution ime of the shell) (disintegration)
VALUE PEROXIDE Maximum 20 ppm <20 ppm <20 ppm <20 ppm
ASSAY Vitamnin E: Not less than 0.1% 03% 0.2% 02%
Vitamin D3 800 Ul/cap; 90.0 - 115.0%
ASSAY (720 — 920 Ulicap)) 100.7% 101.9% 104.0%
 TRANSCHOLECALCIFEROL Maximum 1.5% ND (<0.05%) ND (<0.05%) ND (<0.05%)
[ANY OTHER INDIVIDUAL IMPURITY Maximum 0.5% RRT 1.17=0.1% ND (<0.05%) ND (<0.05%)
TOTAL IMPURITIES Maximum 2.0% 0.1%* ND (<0.05%)° ND (<0.05%)
AEROBIC MICROBIAL COUNT (TAMC) 100 cfu/g maximum. . <10 cfulg < 10 cfu/g < 10 cfulg
MOLDS AND YEASTS COUNT (TYMC) 10 cfu/g maximurn, <10 cfulg <10 cfu/g <10 cfulg
{Escherichia coli Absent /1g Absent /g Absent/1g Absent/1g
Staphylococcus aureus Absent /1g Absent/1g Absent/1g Absent /1g
Pseudomonas aeruginosa Absent /1g Absent /1g Absent /1g Absent /1g
Salmonella spp Absent /10g Absent /10g Absent /10g Absent /10g
SAMPLING DATE (YY/MM/DD) Not Applied 14-07-09 14-10-09
ACTUAL TEST DATE (YY/MM/DD) 14-04-11 140710 14-10-11
METHOD REVISION NUMBER USGP-0221-Version 00 USGP-0221-Version 00 USGP-0221-Version 00
[Footnotes: ND (Not Detectabie)
1. O0T-14-11-042.
2. 00T-14-08-002.

S . A ACY _ﬁ&’l‘r&r‘b . ‘QQ:
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STABILITY REPORT

STABILITY REPORT NUMBER: To be defined

METHOD REVISION NUMBER USGP-0221-Version 00

Eootnotes: ND (Not Detectable)
1. 00T-14-11-042.
2. 00T-14-08-002.

CONDITION: Holding Time (14°C To 28°C and 70%of Relative Humidity Maximum) USGP PROCAPS - SOFGEN
PERFORMED BY: L. Barragan
PROTOCOL NUMBER: PD480
PRODUCT NAME: Vitamin D3 800 U SGCs
MANUFACTURING DATE: 14-03-17
PACKAGING DATE: 14-04-04 CODE/ LOT NUMBER: 400004764 / 1026328
DATE STUDY STARTED: 14-04-09
API RECEIVING NUMBER: 1020053
PACKAGING: Poly dark bags x 100 capsules
TIME MONTHS
TESTS ACCEPTANCE CRITERIA [ 2 3 6
Pink, soft-gefatin, oval-shape capsule. It contains a:
slightly yellow oily liquid, which is free from foreign
CAPSULE DESCRIPTION matter. Capsules have good sheen, seal and hardness. Meets Meets Meets
Each capsule has a logo printed in white ink.
PACKAGING DESCRIPTION Polyethylene dark bag x 100 capsules. Meets Meets Meets
. . AV=25
UNIFORMITY OF DOSAGE The Acceptance Value obtained is less than or equal to 96.4%, 99.0%, 99.1%. 98.6%, 99.5%
(Content Uniformity) 150 100.7%, 97.2%, 98.1%, 97 6%, 99.0% e -
. . 11,10, 10, 11, 11, 10 minutes 9,10, 11, 11, 12, 9 minutes 66,767, 6 minutes
1 M ut . 0.1 , 10,11, 11,12, 67767
DISINTEGRATION axdmum 30 minutes (dissolution time of the shell) (dissolution time of the shell) (disintegration)
VALUE PEROXIDE Maximum 20 ppm <20 ppm < 20 ppm <20 ppm
ASSAY Vitamin E: Not less than 0.1% 0.3% 0.2% 0.2%
Vitamin D3 800 Ul/cap; 90.0 — 115.0% "
ASSAY (720 - 920 Uilcap.) 100.6% 102.0% 103.5%
 TRANSCHOLECALCIFEROL Maximum 1.5% ND (<0.05%) ND (<0.05%) ND (<0.05%)
ANY OTHER INDIVIDUAL IMPURITY Maximum 0.5% RRT 1.17= 0.1% ND (<0.05%) ND (<0.05%)
TOTAL IMPURITIES Maximum 2.0% 0.1%° ND (<0.05%)* ND (<0.05%)
IAEROBIC MICROBIAL COUNT {TAMC) 100 cfu/g maximum. < 10 cfulg <10 cfulg <10 cfu/g
IMOLDS AND YEASTS COUNT (TYMC) 10 cfu/g maximum. <10 cfulg <10 cfulg <10 cfuig
IEscherichia coli Absent/1g Absent /1g Absent /1g Absent/1g
lswphylococcus aureus Absent/1g Absent /1g Absent Hg Absent /11g
Pseudomonas aeruginosa Absent /1g Absent f1g Absent /1g Absent/1g
Salmonelia spp Absent /10g Absent /10g Absent /10g Absent /10g
SAMPLING DATE (YY/MM/DD) Not Applied 14-07-09 14-10-09
ACTUAL TEST DATE (YY/MM/DD) 14-04-11 14-07-10 14-10-11

USGP-0221-Version 00

USGP-0221-Version 00
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STABILITY REPORT

J?ommoﬁes: ND (Not Detectable)
1. 00T-14-11-042.
2. 00T-14-08-002.

STABILITY REPORT NUMBER: To be defined
CONDITION: Holding Time (14°C To 28°C_and 70%of Relative Humidity Maximum) USGP PROCAPS - SOFGEN
PERFORMED BY: L. Barragan
PROTOCOL NUMBER: PD480
PRODUCT NAME: Vitamin D3 800 IU SGCs
MANUFACTURING DATE: 14-03-19
PACKAGING DATE: 14-03-28 CODE /LOT NUMBER: 400004764 / 1026333
DATE STUDY STARTED: 14-04-08
API RECEIVING NUMBER: 1020053
PACKAGING: Polyethylene dark bags x 100 capsules
TIME MONTHS
TESTS ACCEPTANCE CRITERIA 0 1 3 6
Pink, soft-gelatin, oval-shape capsule. It contains a slightly]
yellow oily liquid, which is free from foreign matter.
CAPSULE DESCRIPTION Capsules have good sheen, seal and hardness. Each| Meets Meets Meets
capsule has a logo printed in white ink.
PACKAGING DESCRIPTION Polyethylene dark bag x 100 capsules. Meets Meets Meets
UNIFORMITY OF DOSAGE The Acceptance Value obtained is less th T AV=29 - ol 7
e Acceptance Value obtained is less than or equal to e >
(c it Uniformity) 15.0 (L1). 97.5%, 99.6%, 96.8%, 98.2%, 99.2%, § o
97.2%, 98.7%, 100.6.%, 98.0%, 99.2% - -
onte: = 4 i B
: " 12,11, 11,12, 10, 11 minutes 12,11, 11,10, 11, 12 minutes 7,7,6,6,6, 7 minutes
DISINTEGRATION Maximum 30 mintes (dissolution time of the shell) (dissolution time of the shell) (disintegration)
VALUE PEROXIDE Maximum 20 ppm <20ppm <20 ppm <20 ppm
ASSAY Vitamin E: Not less than 0.1% 0.3% 02% 02%
Vitamin D3 800 Ul/cap; 90.0 - 115.0%
JASSAY (720 - 920 Uicap.) 101.0% 101.5% 103.4%
 TRANSCHOLECALCIFEROL Maximum 1.5% ND (<0.05%) ND (<0.05%) ND (<0.05%)
ANY OTHER INDIVIDUAL IMPURITY Maximum 0.5% RRT 1.17=0.1% ND (<0.05%) ND (<0.05%)
TOTAL IMPURITIES Maximum 2.0% 0.1%2 ND (<o,05%)2 ND (<0.05%)
IAEROBIC MICROBIAL COUNT (TAMC) 100 cfu/g maximum. <10 cfulg <10 cfu/g <10 cfu/g
MOLDS AND YEASTS COUNT (TYMC) 10 cfu/g maximum. <10 cfulg <10 cfulg <10 cfu/g
|Escherichia coli Absent /1g Absent/ig Absent /1g Absent /1g
Staphylococcus aureus Absent [ig Absent /1g Absent /1g Absent /1g
Pseudomonas aeruginosa Absent /1g Absent /1g Absent /1g Absent /1g
spp Absent /10g Absent /10g Absent /10g Absent /10g
SAMPLING DATE (YY/MM/DD) Not Applied 14-07-09 14-10-09
ACTUAL TEST DATE (YY/MM/DD) 14-04-11 14-07-10 14-10-11
METHOD REVISION NUMBER USGP-0221-Version 00 USGP-0221-Version 00 USGP-0221-Version 00
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