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Lote de MM NGOG
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BESCRIPCION XGLV o F‘ o o AQ' (Dh)[t P),A 'J w Pelvo fine de color blance o practicamente blanco.
8 s\ |
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Tetrahldrofurana -3%6‘ i &?/05// . ND 720 ppm
Diclorometano ‘—9@" waﬁﬁﬂé ol 005 M 600 ppm
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Acetato de etilo MD 5000 ppm

VALORACION \\1 g % o

10(): 1 % b.s. 98.G a 102.0%, calcuiade en base seca.
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Original Recepcion Materia prima
LEVONORGESTREL MICRO. 90000863
Grupo HR (CG)  LXB204KG (3) |Cantidad BOO G Lote NOOO1
Fe. entrada m. (ST) 18.04.2018 | Pedido 4500486230 Lote insp. 010000482818
Fe, fabricacion 31.12.2017 Fabricante ---

Fe. sig. verific. 17.02.2019 Lote Proveedor ZLVNY 17002

Fe. caducidad 30.11.2022 Proveedor PROTOPHARM AG

Nombre del material en la nota de entrega y/o contenedor {si es que difiere del nombre interno)

Fecha entrada de mercancia
Pedido

Proveedor

Fabricante

Ndmero de lote del proveedor
Cantidad total

Ndmero de contenedores
Ndmero de lote interno

Fecha de caducidad

Integridad de los contenedores
Integridad de los sellos

Datos de etiqueta correctos
Limpieza de contenedores
Revisidn vehiculo

Certificado de andlisis disponible

® Si O No
H Si O No
® Si O No
® Si O No
B Si 0 Ne
# si O No

18.04.2018
4500486230
PROTOPHARM AG
ZLVNY 17002

500 G

1

NOOQO1
30.11,2022

Este material ha sido revisado para verificar que cumple con los criterios adecuados para identificacion,
etiquetado, integridad, limpieza y transporte; asl mismo su documentacidn ha sido revisada para determinar
si todos los documentos necesarios han sido entregados para mantener trazabilidad.

Comentarios

Lista-1D: QP04

010000482818

010000482818

impresion: 23.04.2018 11:25:37
{Hora del sistema: 23.04.2018 16:25:37)
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Original Instr. de Muestreo Materia prima
LEVONORGESTREL MICRO. 90000863
Grupo HR (CG) LXB204KG (3) Cantidad 500G Lote NOOO1
Fe. entrada m. {ST) 18.04.2018 | Pedido 4500486230 Lote insp. 010000482818

Fe. fabricacién 31.12.2017 Fabricante ---

Fe. sig. verific. 17.02.2019 Lote Proveedor ZLVNY 17002 /
Fe. caducidad 30.11.2022 ¢ Proveedor PROTOPHARM AG
Advertencias --

Instr. de Almacenaje --- ﬂ§°f, l{t

Instr, de Seguridad Usar mascarilla con filtros!,Usar ropa de trabajo,cofia,gafas y guantes!,Muestrear
Unicamente bajo flujo laminar!

Contenedor externo 7 ’17,‘\(,[0 r?\ﬂ‘i‘(;{ﬁ - Contenedor interno .&( Sor MEBqp .

Ndmero 1 Numero ) el bawes /)@'WC‘
Tipo de empague Tipo de empaque ](_

Emp. sin coment Wsi Ono Limpio si  DOno

Etig. sin coment /s O no Etiquetado g//si I no

Sellado N/si O no Cierre adecuado st Ono
Farmacopéico [¥V.4

Muesitreo Nota

WCent. Ndmero (Et.) Cant. UM

RLS 1 (00} 500,000 G

500,000 G Cant. tomada 3@4

Total: Cant. esperada

Muestra para Ident. del cont: %@

Muestra Pool del contenedor: 7’6%
MJ//MK‘%’J/ ZA ?/zz J Auplss pE Ao : 7.
120 } B ﬁuﬁa/u@daaa/

Comentario de Muestreo:

]

Muestreo realizado el: j,‘({o‘f/ R 6?6.

Muestreado por (Firma):

Pégina verificada el: 2618 Verificado por (Firma): 063
Lista-ID: QPO1 g10000482818 Impresion: 23.04.2018 11:25:48
O1DOO0REZETE (Hora del sisterna: 23.04.2018 16:25:47)
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Batch Report: C:\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL_MP_I80518_SCL\PTD—2018—0067-V“SCL—18

Batch

[!#T

Tk ¥

Ll PR B o I B £ 2 I 5 R T N S S S TS

STD
STD
STD
STD
STD
3TD

Levonorgestrel
Levonorgestrel
Leveonorgestrel
Levonorgestrel
Levonorgestrel
Levonorgestrel
STD Levonorgestrel

STD Levonorgestrel

NOOO1 Levonorgestrel mta 1
NOOCL Levonorgestrel mta 2
NO0O01l Levoncrgestrel mta_3
STD centrol

**% End of Report ***

N RN R B e s

HPLC-024 22-May-18 1:27:13 PM SYSTEM

Review Method: C:\CHEMSZ\1\METHODS\LEVONORGESTREL_VAL LM

==> Run has not besn reprocessed with Batch Review Method
==> Run has been saved with batch file)

Levonorg Levonorgestr

.00000

905897
75190//

68140/
.7435

il

.49292

56033/

:97739/’/

.93555 ‘
.70044"//

A .

be/
0s(06/08
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|

Batch Run # 1 of 17

Data File C:\CHEM32\...

Sample Name: Blanco

_SCLAPTD-2018-0067-V-3CL-180518 2018-~05-19 00-01-23\1705180000001.D

Acg. Operator
Acg. Instrument
Injection Date

Acq. Method

Last changed
Analysis Method :
Last changed
Method Info

SYSTEM Seqg. Line : 1
HPLC-024 Lecation Vial 1
19-May-18 12:02:23 AM Ing : 1

Inj Volume 50.000 nul
C:\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL_MP_l80518_SCL\PTD—
2018-0067-V~SCL-180518 2018-05-165 00-01-23\LEVONORGESTREL .M
19-May-18 12:01:23 AM by SYSTEM
C:\CHEM32\1\METHODS\LEVONORGESTRELmVAL .M
22-May-18 10:49:10 AM by SYSTEM
LEVONORGESTREL

L1 DADTA, Sig=275,2 Ref=off (2018\05 MA...L\PTD-2018-0067-V-SCL-180518 201 8-05-12 00-01-23\1 705180000001.0)
mAU ]
35
304
25
204
15
10
5
-5 1 T T I T T T ‘ T T T f T T L I L) L) T l T T L] I T ¥ T I T
2 4 6 § 10 12 14 mil
Area Percent Report
Sorted By : Signal
Calib, Data Mcdified : 22~May~18 10:39:52 AM
Multiplier 1.0000
Dilution ; 1.0000
Do not use Multiplier & Dilution Factor with ISTDs
Signal 1: DAD1 A, Sig=215,4 Ref=off
Peak RetTime Type Width Arsa Area Name
# [min] Imin] [mAU*s] %
il Bttt [Ses=== =====<% e et [===Fr== e
1 8.100 0.0000 0.00000 C.0C000 Levonorgestrel
Totals 0.00000
2 Warnings or Errors
Warning : Calibration warnings (see calibration table listing) [)CJQ
Warning Calibrated compound (s) not found

0%06/ ®

HPLC-024 22-May-18 1:04:58 pM SYSTEM

**% End of Report *=%+

Page 1l of 1



Batch Run # 2

of 17

Data File C:\CHEM32\,.. SCL\PTD-2018-0067-V-SCL-180518 2018-05-19 00-01-23\1705180000012.D
Sample Name: STD 1 Levonorgestrel

Acqg. Cperator ! SYSTEM Seqg. Lins
Acg. Instrument : HPLC-024 Location
Injection Date : 19-May-18 3:01:07 AM Inj

Acg. Method

Inj Volume

4
Vial 4

1
50.000 nl

C:\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL_MP_l80518_SCL\PTD—

2018-0067-V-SCL-180518 2018-05-19 00-01-23\LEVONORGESTREL .M
Last changed : 159-May-18 12:01:23 AM by SYSTEM
Analysis Method : C:\CHEM32\1\METHODS\LEVONORGESTREL VAL ,M

Last changed 1 22-May-18 10:49:10 AM by SYSTEM
Method Info : LEVONORGESTREL
[T DADTA, Sig=215,4 Ref=off (2018\05 MA.. LPTD-2018-0067-V-SCL-180518 2016-05-1 9 00-01-23\1705180000012.D)
mAL ] 2
3 173
35 &
] Q
1 &
30 ?
25
20
15
10
5
O_: M}"/ M .
'5 1 T T T [ T T T I L) T T I T T T I T T ' T T T | ¥ T T | T
2 4 <] 8 10 12 14 mi
Area Percent Report
Sorted By : Signal
Calib. Data Modified : 22-May-18 10:39:52 AM
Multiplier : 1.0000
Dilution H 1.0000
Do not use Multiplier & Dilution Factor with ISTDs
Signal 1: DAD1 A, Sig=215,4 Ref=off
Peak RetTime Type Width Area Ares Name
# [min] [min] [mAU*s] %
e S e s [======= e et == e et L P
1 ©.110 BB 0.2745 512.90588 100.0000 Levonorgestrel
Totals 512.90588

2 Warnings

Warning
Warning :

or Errors

Calibration warnings (see calibration table listing)

Invalid calibration curve, (Levoncrgestrel)

*** End of Report ***

HPLC~024 22-May-18 1:05:03 PM SYSTEM

el
05/0&// ®
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Batch Run # 3 of 17

Data File C:\CHEM32\..._ SCL\PTD-2018-0067-V-SCL-180518 2018-05~19 00-01-23\1705180000013.D
Sample Name: STD 1 Leveonorgestrel

Acg. Operator
Acg. Instrument
Injection Date
Becg. Metheod

Last changed

Analysis Method :

Last changed

SYSTEM Seqg. Line : 4
HPLC-024 Location Vial 4
1%-May-18 3:17:23 AM Inj : 2

Inj Volume 50.000 nul
C:\CHEM32\1\DATA\2018\05 MAYCO\LEVONORGESTREL MP 180518 SCL\PTD-
2018-0067~v-SCL-180518 2018~05-19 00-01-23\LEVONORGESTREL ,M
19-May-18 12:01:23 AM by SYSTEM
Ci\CHEM32\1\METHODS\LEVONORGESTREL VAL .M
22-May-18 10:49:10 AM by SYSTEM

Method Info LEVONORGESTREL
[ 1 DAD1A, Sig=215,4 Ref=off (201805 MA...L\F1D-2018-0067-V-8CL- 18051 8 2018-06-19 00-01-23\170518000001310)
mAU ] ©
] g
35 2
: 2
30 2
25
20
15
10
5
0 A, S . :
El—a R e w e e
2 4 6 8 10 12 14 mi
Area Percent Report
Sorted By Signal
Calib. Data Modified 22-May-18 10:39:52 aM
Multiplier 1.0000
Dilution 3 1.0000
Do not use Multiplier & Dilution Factor with ISTDs
Signal 1: DAD1 A, Sig=215,4 Ref=off
Peak RetTime Type Width Area Area Name
# [min] [min] [mAU*s] %
== s == [Eeassasss = e e
1 9.108 BB 0.2732 514.761%0 100.00090 Levenorgestrel
Totals 514.76190
2 Warnings or Errors
Warning Calibration warnings (see calibration table listing) £>Q¢9
Warning : Invalid calibration curve, (Levonorgestrel)

*** End of Report **»

HPLC-024 22-May-18 1:05:07 PM SYSTEM

Page
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Batch Run # 4 of 17
Data File C:\CHEM32\.
Sample Name:

_SCL\PTD-2018-0067-V-SCL-180518 2018-05-19 00-01-23\1705180000014.D

STD 1 Levonorgestrel

Acg. Operator
Acg. Instrument
Injection Date

Acg. Method

Last changed
Analysis Method :
Last changed
Method Info

SYSTEM Seq. Line : 4
HPLC-024 Location : Vial 4
19-May-18 3:33:39 AM Inj : 3

Inj Volume 50.000 pl
C: \CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL _MP_ 180518 SCL\PTD-
2018~0067~-v-5CL-180518 2018-05-19 00-01-23\LEVONORGESTREL .M
19-May-18 12:01:23 AM by SYSTEM
C:\CHEM32\1\METHODS \LEVONORGESTREL VAL .M
22-May-18 10:49:10 EM by SYSTEM
LEVONORGESTREL

[ ] DAD? A, Sig=215,4 Ref=off (2018105 MA..LWPTD-201 8-0067-V-SCL-180518 2018-05-19 00-01-23v1 705180000014, D)
mAU I
] 7]
35 &
: g
30 5
25
20
15
10
5
0 _:h_J\A)‘f'_———M 1 ;
-5 T T T I T T T i T T L} I ¥ T T ' T T I T T T | T T T ' T
2 4 6 8 10 12 14 mi
Area Percent Report
Sorted By Signal
Calib. Data Modified 22-May-18 10:39:52 AM
Multiplier 1.0000
Dilution 1.0000

Do not use Multiplier & Dilution Pactor with ISTDs

Signal 1: DADI A, Sig=215,4 Ref=off

Peak RetTime Type Width Area Area Name
# Imin] [min] [mAU*s] %

el e | —————= === it [Ssscm=ns i
1 9.114 BB 0.2727 512.68140 100.0000 Levonorgestrel

Totals 512.68140

2 Warnings or Errors

Warning :
Warning :

Invalid calibration curve,

(Levonorgestrel)

Calibration warnings (see calibration table listing)

Del

*** End of Report w»**

HPLC-024 22-May-18 1:05:12 PM SYSTEM

Page
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Batch Run # 5 of 17
Data File C:\CHEM3Z\..._ SCLAPTD-201.8-0067-V-3CL-180518 2018-05-19 00-01-23\1705180000015.D

Sample Name: STD 1 Levonorgestrel

Acqg. Operator : SYSTEM Seqg., Line : 4
Acg. Instrument : HPLC-024 Location : Vial 4
Injection Date : 19-May-18 3:49:55 AM Inj : 4
Inj Volume : 50.000 ul
Acqg. Method : C:\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL MP 180518 SCL\PTD-
2018-0067-V-3CL-180518 2018~05~19 00-01-23\LEVONORGESTREL .M
Last changed : 19-May-18 12:01:23 AM by SYSTEM
Analysis Method : C:\CHEM32\1\METHODS\LEVONORGESTREL VAL .M
Last changed : 22-May-18 10:49:10 AM by SYSTEM
Method Info : LEVONORGESTREL
[1 DAD1A, Sig=215,4 Ref=off (2018105 MA...L\PTD-2018-0067-V-SCL-180518 2018-05-19 00-01-23\170518000001 5.0}
mAU z
] g
35 2
n =]
- =
30 £
25
20
15
10 -]
57
0 _:p__/\./d\/_._/¥ , .
-5 1 T T T | T T T ] T T T T T T T T T T 1 T T T T T T T T T T
2 4 <] 8 10 12 14 min
Area Percent Report
Serted By 2 Signal
Calib. Data Modified 22-May-18 10:38:52 BM
Multiplier 8 1.0000
bilution : 1.0G00

Do not use Multiplier & Dilution Factor with ISTDs

Signal 1: DADl A, S8ig=215,4 Ref=off

Peak RetTime Type Width Area Area Name
# [min] [min] [mAU*s] %

e e e = == it = e e e et
1 9.109 BB 0.2732 512.74353 100.0000 Levonorgestrel

Totals : 512.74353

2 Warnings or Errors

Warning : Calibration warnings (see calibration table listing) E)qu
Warning : Invalid calibration curve, (Levonorgestrel)
o504/

***% End of Report *+**

HPLC-024 22-May-18 1:05:16 PM SYSTEM Page 1 of 1



Batch Run # 6 of 17
Data File C:\CHEM32\... SCL\PTD-2018-0067-V-SCL~180518 2018-05-19 00-01-23\1705180000016.D

Sample Name: STD 1 Levonorgestrel

Acg. Operator : SYSTEM Seqg. Line 4
Bcg. Instrument @ HPLC-024 Location : Vial 4
Injection Date : 19-May-18 4:06:12 AM Tamsji Ly 9
Inj Volume : 50.000 ul
Acg. Method : C:\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL MP 180518 SCL\PTD-
2018-0067-V-SCL~180518 2018-05-19 00~01-23\LEVONORGESTREL .M
Last changed : 19-May-18 12:01:23 AM by SYSTEM
Analysis Method : C:\CHEM32\1\METHODS\LEVONORGESTREL VAL .M
Last changed : 22-May-18 10:49:10 AM by SYSTEM
Method Info : LEVONCRGESTREL
1 DAD1 A, Sig=215,4 Ref=off (2018105 MA.. L\PTD-2018-0067-V-SCL-180518 2018-05-19 00-01-23\1705180000016.D)
mAL ] _.T.._._f
] B
354 m
] 2
307 3
25
20
15 7
10
5]
0 _:as_/\./\l\/___/¥ : -
"5 1 T L} T I T T T I T ¥ T I T T . I T 13 T I T T T I T T i I T
2 4 6 8 10 12 14 min
Area Percent Report
Sorted By : Signal
Calib. Data Modified : 22-May-18 10:39:52 AM
Multiplier ] 1.0000
Dilution 3 1.0000

Do not use Multiplier & Dilution Factor with ISTDs

Signal 1: DADl A, Sig=215,4 Ref=off

Peak RetTime Type Width Area Area Name
# [min] [min] [mAU*s] %
e s Se==== eeaeaas [Eessssse [Ee=—=s e e e e e e e o e
1 9.113 BB 0.2744 511.44205 100.0000 Levonorgestrel
Totals : 511.44205

2 Warnings or Errors

Warning : Calibration warnings ({see calibration table listing)
Warning : Invalid calibration curve, {(Levonorgestrel) E)CIP

*** End of Report **+*

HPLC-024 22-May-18 1:05:20 PM SYSTEM Page 1 of 1



Batch Run # 7 of 17
Data File C:\CHEM32\..._SCL\PTD~2018—OU67—V—SCL—180518 2018-05~-19 00-01-23\1705180000018.0

Sample Name: STD 2 Levonorgestrel

Acqg. Operator : SYSTEM Seqg. Line : 5
Acqg. Instrument : HPLC-024 Location : Vial 5
Injection Date : 19-May-18 4:38:43 AM Ins : 1
Inj Volume : 50.000 pl
Acg. Methed : C:\CHEM32\1\DATA\2018\(05 MAYO\LEVONORGESTREL"MP_I8OSlB_SCL\PTD—
2018-0067-V-3SCL-180518 2018-05-19 00-01-23\LEVONORGESTREL .M
Last changed : 19-May-~18 12:01:23 AM by SYSTEM
Analysis Method : C:\CHEM32\1\METHODS\LEVONORGESTREL_VAL .M
Last changed : 22-May-18 10:49:10 AM by SYSTEM
Method Info : LEVONORGESTREL
[_] DAD1A, Sig=215,4 Ref=off (2018\05 MA._ [ \FTD-2018-0067-V-SCL-180518 2018-05-19 00-01-23\1 7051 80000018.0)
mAl 7 g
] o
35+ 2
- Q
] ]
30+ &
254
20
15 -—:
104
5
0 _: W M A T
-5 T T T I L] T T | T ¥ T I T T T ] T T T I L] T T ' L} T T ‘ T
2 4 6 8 10 12 14 min
Area Percent Report
Sorted By : Signal
Calib. Data Modified : 22-May-18 10:39:52 AM
Multiplier 3 1.0000
Dilution : 1.0000
Do not use Multiplier & Dilution Factor with ISTDs
Signal 1: DAD]l A, Sig=215,4 Ref=off
Peak RetTime Type Width Area Area Name
# [min] [min? [mAU*s] %
e | =———== === e g e e e e e e
1 9.112 BB 0.2728 509.49292 100.0000 Levonorgestrel
Totals : 509.4%292

2 Warnings or Errors

Warning : Calibration warnings (see calibration table listing)
Warning : Invalid calibration curve, (Levonorgestrel) [)CJQ

o e+ End of Report tr 0s/o418

HPLC-024 22-May-18 1:05:25 PM SYSTEM Page lofl



Batch Run # 8 of 17
Data File C:\CHEM32\... SCL\PTD-2018-0067-V-SCL-180518 2018-05-19 00-01-23\1705180000019.D

Sample Name: STD 2 Levonorgestrel

Acg. Operator
Acg. Instrument

Injection Date
Acg. Method

Last changed

Analysis Method :

Last changed
Method Info

SYSTEM Seq. Line : 5
HPLC-024 Location Vial 5
19-May-18 4:54:58 AM Inj : 2

Inj Volume 50.000 nul
C:\CHEM32\I\DATA\2018\05 MAYO\LEVONORGESTREL MP 180518 SCL\PTD-
2018-0067-V~5CL-180518 2018-05-19 00-01-23\LEVONORGESTREL .M
19-May-18 12:01:23 AM by SYSTEM
C:\CHEM32\1\METHODS\LEVONORGESTREL VAL .M
22-May-18 10:49:10 AM by SYSTEM
LEVONORGESTREL

[] DADTA, Sig=215.4 Ref=off (2018\05 MA.. L\PTD-2018-0067-Y-SCL-180518 2018-05-19 00-01 ~2311705180000019.D)
mAU 7 Tg
: 3
35 o
] 2
30 a%
25
20
15
10
5
0 —: /\_I\J\,_ S .. | :
'5 3 L] T I T Ll ’ I T T T l T T T I L] T T I L} T T l T T L} I ]
2 4 <] 8 10 12 14 mﬂ
Area Percent Report
Sorted By Signal
Calib. Data Modified 22-May-18 10:3%:52 AM
Multiplier 1.0000
Dilution 1.0000

HPLC~024 22-May-18 1:05:29 PM SYSTEM

Do not use Multiplier & Dilution Factor with ISTDs

Signal 1: DAD1 A, 8ig=215,4 Ref=off

Peak RetTime Type Width Area Area Name
# [min] [min] [mAT*s] %
e e [ === | =—F==== Sasrras [ O [=m e e
1 9.110 BB 0.2734 509.56033 100,0000 Levonorgestrel

Totals 509.56033

2 Warnings or Errors

Warning : Calibration warnings (see calibration table listing)
Warning : Invalid calibration curve, (Levonorgestrel)

Y24
0 Yob/l8

*** End of Report **x

Page 1l of 1



Batch Run # 9 of 17
Data File C:\CHEM32\..._SCL\PTD—2018—OO67—V—SCL—l80518 2018-05-19 00-01-23\1705180000020.D

Sample Name: STD 2 Levonorgestrel

Acg. Operator : SYSTEM Seq. Line : 5
RAcg. Instrument : HPLC-024 Location : Vial 5
Injection Date : 19-May-18 5:11:12 AM Inj : 3
Inj Volume : 50.000 pl
Acq. Method : C:\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL MP 180518 SCL\PTD-
2018-0067-V-SCL-180518 2018-05-19 00-01-23\LEVONORGESTREL .M
Last changed : 19-Mey-18 12:01:23 AM by SYSTEM

Analysis Method : C:\CHEM32\1\METHODS\LEVONORGESTREL VAL .M
Last changed : 22-May-18 10:49:10 AM by SYSTEM

Method Info : LEVONORGESTREL
[ DAD1 A, 5ig=215,4 Ref=off (2018105 MA...L\PTD-2018-0067-V-SCL-180518 2018-056-19 00-01-23\1705180000020.0)
mAL I
; 2
35 =
- Q
] s
30 @
25
20
16
10
5
O{A____Auuv__~_J“\‘_k :
'5 n ] T T I T T T I 1 T L] I T T T I T T T l T T L) l T T T I T
2 4 8 10 12 14 i
Area Percent Report
Sorted By d Signal
Calib. Data Modified : 22-May-18 10:39;52 AM
Multiplier s 1.0000
Dilution B 1.0000
Do not use Multiplier & Dilution Factor with ISTDs
Signal 1: DADL A, Sig=215,4 Ref=off
Peak RetTime Type Width Area Area Name
i [min] [min] [mAU*s] %
el [ Sssass [ e IS R i
1 9.111 BB 0.2738 509.97739 100.0000 Levenorgestrel
Totals : 509.97739

2 Warnings or Errors

Warning : Calibration warnings (see calibration table listing)
Warning : Invalid calibration curve, (Levonorgestrel)

Dy
**%* End of Report *#** Cfﬁéjéykﬁg

HPLC~024 22-May-18 1:05:34 PM SYSTEM Page 1l ef 1l




| Batch Run # 10 of 17
Data File C:\CHEM32\... SCL\PTD-2018-0067-V-SCL-180518 2018-05~19 00-01-23\1705180000022.D

Sample Name: NOOOl Levonorgestrel mta_ 1

|

Acg. Operator : SYSTEM Seqg. Line : 6
Acg., Instrument : HPLC-024 Location : Vial 6
Injection Date : 19-May-~18 5:43:41 AM ALigigc 1
Inj Volume : 50.000 pl
Acg. Method : C:\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL_MP_l80518mSCL\PTD—
2018-0067-V-SCL-180518 2018-05-19 00-01-23\LEVONORGESTREL .M
E Last changed  : 19-May-18 12:01:23 AM by SYSTEM
| Analysis Method : C:\CHEM32\1\METHODS\LEVONORGESTREL_VAL M
| Last changed : 22-May-18 10:49:10 AM by SYSTEM
{ Method Info : LEVONORGESTREL
i
[T DAD1 A, Sig=215,4 Ref=off (2018105 MA_..L\PTD-2018-0067-V-SCL-180518 2018-05-19 00-01-22\1705180000022.D)
mAU ] g
3 i
35 2
4 Q
] 8
30 S
1 25
20
15
10
5
0 _:".J\_I\I‘/___AJ¥ ' r
-5 T L} T i L) T L} I T T T l T T L) I T T T I T T T I T T T I T
2 4 6 8 10 12 14 mi
Area Percent Report
Sorted By : Signal
Calib. Data Modified : 22-May-18 10:39:52 AM
' Multiplier : 1.0000
Dilution H 1.0000
Do not use Multiplier & Dilution Factor with ISTDs
Signal 1: DADl1 A, Sig=215,4 Ref=off
Peak RetTime Type Width Area Area Name
# [min] [min] [mAU*s) %
el Jmm———— et e (S et e e
1 9.112 BR G.2740 523.88135 100.0000 Levonorgestrel
Totals : 523.88135
2 Warnings or Errors

| :
| Warning : Calibration warnings (see calibration tabie listing)
f Warning : Invalid calibratiocn curve, {(Levonorgestrel)

E ______ **% End of Report *x** DCV)
| os/0 /1%
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Batch Run # 11 of 17
Data File C:\CHEM32\..._SCL\PTD—2018—O067—V—SCL—180518 2018-05-19 00-01-23\1705180000024.D

Sample Name: NOOOL Levonorgestrel mta 2

Acg. Operator : SYSTEM Seqg. Line : 7
Acg. Instrument : HPLC-024 Location : vial 7
Injection Date : 19-May-18 6:16:15 AM TN o 1
Inj Volume : 50.000 pl
Acg. Method : C:i\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL_MP_I80518_SCL\PTD—
2018-0067-V-8CL-180518 2018-05-19 00-01-23\LEVONORGESTREL .M
Last changed : 19-May-18 12:01:23 AM by SYSTEM
Analysis Method : C:\CHEM32\l\METHODS\LEVONORGESTREL_VAL M
Last changed : 22-May-18 10:49:10 AM by SYSTEM
Method Info ¢ LEVONORGESTREL
[T DAD1 A, Sig=215,4 Ref=cf (2018108 MA...LPTD-201 8-0067-V-SCL-180518 2018-05-19 00-01-23\1705180000024. D)
mAU B
- 7]
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2 4 6 8 10 12 14 min
Area Percent Report
Sorted By : Signal
Calib. Data Modified : 22-May-18 10:39:52 &M
Multiplier : 1.0000
Dilution 3 1.0000
Do not use Multiplier & Dilution Factor with ISTDs
Signal 1: DAD1 A, Sig=215,4 Ref=off
Peak RetTime Type Width Area Area Name
# [min] [min] [mAU*s] %
SEesl==r [Er=re= R =Coo— Sess=ras= | ===m===- e
1 9.113 BB 0.2740 509.80197 100.0000 Levonorgestrel
Totals : 509.80197

2 Warnings or Errors

Warning : Calibration warnings (see calibration table listing)
Warning : Invalid calibration curve, (Levonorgestrel)

>y
**% End of Report **= 09/06//8

HPLC~024 22-May-18 1:05:43 PM SYSTEM Page 1l eof 1



Batch Run # 12 of 17

Data File C:\CHEM32\... SCL\PTD-2018-0067-V-3CL-180518 2018-05-19 00-01-23\1705180000026.D
Sample Name: N0OQO1l Levonorgestrel mta 3

Acg. Cperator
Beg. Instrument
Injection Date

Acg. Method

Last changed
Analysis Method :
Last changed
Method Info

SYSTEM Seq. Line : g
HPLC-024 Location : Vial 8
19-May-18 6:48:49 AM Inj ; 1

Inj Volume 50.000 pl
C:\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL MP_ 180518 SCL\PTD-
2018-0067-V-5CL-180518 2018-05-19 00-01-23\LEVONORGESTREL .M
19-May-18 12:01:23 AM by SYSTEM
C:\CHEM32\1\METHODS\LEVONORGESTREL VAL .M
22-May-18 10:49:10 AM by SYSTEM
LEVONCRGESTREL

1 DAD1 A, Sig=215,4 Ref=off (2018\05 MA...L\PTD-2018-0067-V-SCL-180518 2018-05-18 00-01-23\17057180000026.00)
mAU g
: 2
35+ =
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2 4 5] 8 10 12 14 mi
Area Percent Report
Sorted By Signal
Calib. Data Modified 22-May~18 10:39:52 AM
Multiplier 1.0000
Diluticn 1.0000

Do net use Multipl

Signal 1: DAD1 A,

ier & Dilution Factor with ISTDs

$ig=215,4 Ref=off

Peak RetTime Type Width Area Area Name
# [min] [min] [mAU*g] %
o= —— [Ey==== S maa Essssass ==sa=cas e e e = e e =
1 9.112 BB 0.2741 512.93555 100.0000 Levonorgestrel

Totals 512.93555

2 Warnings or Errors

Warning 3
Warning :

Calibration warnings (see calibraticn table listing)
Invalid calibration curve, (Levonorgestrel)

*%% End of Report **x

HPLC-024 22-May-18 1:05:47 FM SYSTEM
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Batch Run # 13 of 17
Data File C:\CHEM32\... SCL\PTD-2018-0067-V-SCL-180518 2018-05-19 00-01-23\1705180000029.D

Sample Name: STD control

Acqg. Operator ¢ SYSTEM Seg. Line : 10
Acg. Instrument : HPLC-(024 Location : Vial 4
Injection Date : 19-May-18 7:37:38 AM Inj : 1
Inj Volume : 50,000 ul
Acg. Method : C:\CHEM32\1\DATA\Z018\05 MAYO\LEVONORGESTREL_MP_l80518_SCL\PTD—

2018-0067-V-5CL-180518 2018-05-19 00-01-23\LEVONORGESTREL .M
Last changed : 19-May-18 12:01:23 AM by SYSTEM
Analysis Method : C:\CHEMBZ\1\METHODS\LEVONORGESTREL‘VAL .M

Last changed : 22-May-18 10:49:10 AM by SYSTEM
Method Info ¢ LEVONORGESTREL
[ 1 DAD1 A Sig=2154 Ref=off (2018105 MA.. L\PTD-2018-0067-V-SCL-180518 2018-05-19 00-01-23\17051 80000029.D)
mAU e
1 &
354 D
] [=]
1 5
30~ z
25
20
15
10
5
0_:,._; )\AJ\ﬁ /\-__; L |
-5...,..,...l...,...,...,...,.
2 4 6 8 10 12 14 min
Area Percent Report
Sorted By - Signal
Calib. Data Modified 22-May-18 10:39:52 AM
Multiplier : 1.0000
Dilution : 1.0000
Do not use Multipilier & Dilution Factor with ISTDs
Signal 1: DAD1 A, 85ig=215,4 Ref=cff
Peak RetTime Type Width Area Area Name
# [min] [min] [mAUG*s] %
==z —==—== b Sas==== e = =t [
g 9.115 BB 0.2749 515.70044 100,0000 Levonorgestrel
Totals : 515.70044

2 Warnings or Errors

Warning : Calibration warnings (see calibraticn table listing)
Warning : Invalid calibration curve, {Levonorgestrel)

*** End of Report *++* bqﬂ
/04
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Data File C:\CHEM32\... SCL\PTD-2018-0067-V-SCL-180518 2018-05-19 00-01-23\1705180000012.D
Sample Name: STD 1 Levonorgestrel

Extended Performance Report

Instrument: HPLC-024

Module Type Firmware rev. Serial number
-------------------------------------- e el e et L LT
DAD G1315D B.06.75 {0010] DERAX02350
Column Comp. 2 G1l316A A.06.50 [005] DEACN09648
Sampler 3 G1329B A.(06.54 [003] DEAB3C6862
Quat. Pump 4 G1311B A.06.55 [004] DEAB703491
Specials:

G1330 B DEBAK(06053 THERMOSTAT

Software Revision: Rev. C.01.03 [37] Copyright © Agilent Technologies

Column Description : Zorbax Eclipse XDB-CS8

Serial# : USRK(072288

Product# : 8993967-906 Batch# : B13175

Diameter i 4.6 mm Length : 150.0 mm

Particle size : 5.0 um Void time : 1.246 min

# Injections H 15

Maximum Pressure : 400.0 bar Maximum pH : 9.0
Minimum pH : 2.0

Maximum Temperature: 60.0 °cC

Comment : ID-082

Analysis method:
Path; C:\CHEM32\l\METHODS\LEVONORGESTREL_VAL M
Name: LEVONORGESTREL VAL .M

Sample informaticn for Location: Vial 4
Sample Name: STD 1 Levonorges Multiplier: 1.00
Injection#: i Dilution: 1.00

Injection volume: 50,000 pnl

Acguisition information:

Operator: SYSTEM
Date/Time: 19-May-18 3:01:07 AM
Data file:

Path: C:\CHEM32\1\DATA\2018\05 MAYO\LEVONORGESTREL_MP_I80518_SCL\PTD—20
Name: 1705180000012.D

Method file:
Path: C:\Chem32\1\DATA\2018\05 MAYO\LEVONORGESTREL_MP_l80518_SCL\PTD-20

Name: LEVONORGESTREL .M
Flow: 1.000 ml/min
Pressure at start: 114 bar Pressure at end: 116 bar
Left Temp., at start: 25.0°C Left Temp. at end: 2550 e
Right Temp. at start: 25.0°C Right Temp. at end: 25.0 °C

by
0S/ok/l%

HPLC~024 24-May-18 1:54:45 PM SYSTEM Page 1 of 4



Data File C:\CHEM32\,.. SCLAPTD-2018-0067-V-SCL-180518 2018-05-1% 00-01-23\1705180000012.D
Sample Name: STD 1 Levoncrgestrel

Compound# 1: Levonorgestrel
Amount [ng/ul]: ¢.00000

Peak description [min]:
Signal: DADl1 A, Sig=215,4 Ref=off

RetTime: 9.10967 k': 6.31114 mAl
Height: 28.42624 Area: 512.90588 I
Start: 8.60787 End: 9.67594 257
Skew: -0.07893 Excess: 0.33222 205
Width at half height: 0.26969 ]
5 sigma: 0.65918 15 -
tangent: 0.46467 ]
tailing: 0.644486 10
Symmetry: 1.065182 53
USP Tailing: 0.23949 E
Integraition type: BR 0 S
Time increment [msec]: 400.00000 7
Data points: 218 9 8.5 min
Statistical moments (BB peak detection): Efficiency: Plates per
MO: 512.893847 column meter
M1: 9.108046 Tangent method: 6152 41016
M2: 0.016688 Halfwidth method: 6324 42161
M3: -0,000170 5 sigma method: 4777 31846
jut:H 0.000928 Statistical: 4969 33125
Relationship to preceeding peak: Selectivity: -
Resolution Tangent method: = 5 sigma method: -
Halfwidth method; = Statistical method: e

Y74
oY oé/@
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Resultados superpuestos

10+

Densidad en Volumen (%)

2_

GRUNENTHAL CHILE

001

L e e R o IS |
01

[1] Levonorgestret
L: NOD01-25/05/2018 14:45:24

e [4} LEvONOgEstrel
L NDOD1-25/05/2018 14:46:33

T T TFTT]
10,0

Clases de tamafio {um}
[2} Levonorgastret

L: NOOO1-25/05/2018 14:45:47
woeum 151 LEVODOTgGESTrE]
L: NO0O1-25/05/2018 14:46:56

T T T R e B i ]
1000

[3] Levonorgestrel
L: NOOO1-25/05/2018 14:46:10

. [6] Lavonorgestrel

12 NGDO1-25/05/2018 14:47:20

1000,0

T TTTTTT]
10.000,0

Tendencia

Media
1XStd dev
1XRSD (%)

S,

RMalhiarn

Nimero de registro. . Nombre de la muestra’” Dx (90) {(um) Dx (100) (m)

Levonorgestre
L: NO0O1 e
Levonorgestre!
L:NGOOL 1585 Zelt
Levonorgestrel
L: NOODL = 249
Levonorgestrel
L: NOOOL s a2
Levonorgestrel
L: NOGOL 12,6 238
Levonorgestrel
L: NOOD1 133 &
13,0 23.4
0,757 2,00
5,83 8,53

De P

o0& [0/ 7 ":‘
£

Fichero de medida33



Resultados superpuestos GRUNENTHAL CHILE

8-
g
g
E 67
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o
S 4
a
a
2—
o T T T TTITT] T |'V1:||||| T T TTTTTT - lihlllliill T TTIT LI R
001 g1 1.0 100 1000 10000 18.:000,0
Clases de tama#io {pr)
[51 Levonorgestral 16} Levonorgestrel {7} Levonorgestre!
Lote: NODOL-08/06/2618 12:08:41 Lote: NO001-08/06/2038 12:08:49 Lote: NO0O3-08/06/2018 12:08:58
Nimero de registro Nombre de la muestra  Dx (90) (um) Dx (99,5) {(pm)  Dx (100) (um)
fevonorgestrel
Lote: NOOO1 478 153 308
Eevonorgestrel
Lote: NO0O1 4,83 163 271
Levonorgestre}
i Lote: NOOOE s e i
Media 4,86 17,1 284
1XStd dev 0,0936 2,34 2,10
1XRSD (%) 1,93 13,7 7.38

L. Fichero de medida34
Malvern
Malvern Instruments Ltd, Mastersizer - v3.40 Creado: 18/08/2017
www.malvern.com Pégina 1 de 1 Impresc: 08/06/2018 13:11,



Resultados superpuestos GRUNENTHAL CHILE

M
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001 01 1.0 100 1000 10000 18.000.0
Clasex de tamafio (am)
[35] Levonangestret B8] Levonangestee] H A7) Levonorgestrel
- NOBGL £ M2 HNODOL / M2 NOOOL S M2
05208 §18:26 “13/06£2018 0:18:50 -13M62018 G833
138] Lavontrgestrel 139} kevonomgestrel 140] Levonorgestre!
= NOOL f M2 NOUGL £ M2 NGOD1 / M2
-13/06/2008 {11836 -13/06/2018 02959 130672018 (:20:22

Numero de registrc Nombre de la muestra Dx (90) {um) Dx (99 3) (wm) Dx (100) {um)

Levonorgestrel
NOGOL / M2 130
Levonorgestrel i
36 NOOOL / M2 127 2,1 24,1 I
Levonorgesirel
37 NODOL / M2 12,7 @27 itk
levanorgestref
a8 NODO1 7 M2 124 210 27,2
Levonorgestret
33 NG0O1 /£ M2 123 208 241
Levonorgesirei |
40 NOOOL / M2 122 9 172 l
Media p 1] 21,3 26,2
: 0,293 0,731 273 |
2,34 3,43 104 !

H’%W W”” (PR Wéwm,)

N 20180812 - Levonorgestre]
Malvern
Malvern Instrurnents Lid. Mastersizer - v3.40 Creado: 1870872017

www.malverm.com Péginaldel Impreso: 13/06/2018 021



Godige: | PG-004 | Verslén: 7
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BOLETIN DE ANALISIS
N°19392

Registro N*01 PG-004 Boletin de Andlisis

_IDENTIFIGACION DEL GLIENTE .
Razén Sociat | LAB. ANDROMASO 6., RUT, | 76,237.266-5
| Avenlda Quilin 5273, Peftalolén "’ééméi:;._;"f. Juan Amiagada@grunenthal.oom | -

el
Solcitadopor | F, Jgmm Luis Ariagada

HOMBRE DEL PRODUGTO | LEVONORGESTREL HicRo
Lea  Toiooooseamre LoteProveedor | Znvivon
LoteMh T oo %'_uise:a_igrgdiﬁgnu@ﬁi}é_:?arfgaé;__;.;:__' Andromaco A,
?gclgmst;&grgm“ No sa espaifica FechaVencimiente | Nose especifica
Taim;ﬁi;ﬁlar_ﬁ#a_l'_jm | No sa especifica Tipodemuestreo | gjongg
Presentacion | Materla Prima Parmaf-‘amméuﬁea  Hrow
Canlidad Reclbida 1frascox1g CGantidad decontramuestra | s/C

Metodologia Analitiea | EAMP-22400421.01 LT ry—
| Fecha Recepeion | a5m4201 Fethainicio | 28040018
Solichud e No se espacifica Fecha Tarming . oomsi0
LTI re— [Regbastos i

IEES”LTAWGQWWESW mECBIDA . . el
[ Ensayos = e Especificacion /Limites | _ Resultados
S - Teirahidrofuano: 720 ppm No detectado
e Diclorometano: 600 ppm 0,003 ppmt
SBWEW RE&QUAL .*;;:':_" i Acetona: 5000 ppm No detectado
e Acetato de efilo: 5000 ppm No detectado

L&ﬁt}ﬁﬂ;ﬁdﬁﬂ‘@gﬁémﬁ ey Cumple con (os parsmetros anallzados

T

Leg mues!rgs fueron enviadas por el cliente, quisn se responsabiliza de su origen y procedenicia, No se especifica método demuestren,

Csiais
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F. Cﬁsﬁﬁn Ul'qi.llza Aﬂé“ﬁfs dg Lab: H
Director Téenico (8) i
Centro ds Servicios da Analisis de Laboratorin,

Fona: (668-2) 2681 785 00
Avenicia Carrasent 3508 Quinta Newrnal

comactogiosiab, ol
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PerkinElmer Spectrum Version 10.4.4

sdbado, mayo 19, 2018 4:36 PM
Analista Claudio Leiva
Fecha sabado, mayo 19, 2018 4:36 PM
o Grunenthal Chile (ESP-01 0) (F-092)
Y
ey TS l
%ﬂu\ m
90+
85
80-
s
=S
75
70+
65
60+
W.N T ¥ T T T T T 1
4000 3500 3000 2500 2000 1500 1000 450
cm-1
—————— Llevonorgestrel Lote NOOOT  Polvo fino btanco Fecha sabado, mayo 19 2018
LEVONORGESTREL MM2016162469 Polvo fino de color blanco Fecha jueves, junio 22 2017
Nombre de la muesira

Mejor coincidencia de busqueda

5 _ |Descripcion de la mejor coincidencia de bisqueda
Ci\pel_datalLibreria nuevallEVONORGESTREL .sp

MM2016162469 Polvo fino de color blanco Fecha
jueves, junio 22 2017

Levonorgestrel Lote ch.o._

ragina 1



0/

Grupo Grunenthal Chile
Thursday, 17-MAY-2018

This sample was measured on an Autopol IV $2, serial number 82046,
manufactured by Rudolph Research Analytical,Hackettstown,NJ.

Method Name : Levonorgestrel
Range Limits: -35.000 to -30.000
LotlD : NOOO

Set Temperature : 25.0
Time Delay : 5
Temp Corr : OFF

n Average Std.Dev. Maximum Minimum
5 -33.228 0.0214 -33.198 -33.254
S.

No mmBu_m_U Time ___umm:: Scale _Om

Operator

Operator Signature EG Nig:\.f




Grupo Grunenthal Chile
Thursday, 17-MAY-2018

This sample was measured on an Autopol IV S2, serial number 82048,
manufactured by Rudolph Research Analytical, Hackettstown,NJ.

Method Name : Levonorgestrel
Range Limits: -35.000 to -30.000
LotiD : NOGOH

Set Temperature : 25.0
Time Delay: 5
Temp Corr : OFF

n Average Std.Dev. Maximum  Minimum

5 ~-33.215 0.0174 -33.203 -33.242

S.No Time Result Scale OR°Arc WLG Lg.mm
e 05:24:34 PM -33203 L EBos s seg o000
2 ou‘”m,ﬁh PM -33.203 . H8¢ 200.00
B 05:24:48PM  -33.203 589 20660
4 05:24:55 PM 589

5 05:25:01 P 589

Operator

Operator Signature : \ o/

—
e

Conc.




LISTADO DE USO DE EQUIPOS Y VERIFICACION DE BITACORAS
NUMER
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LISTADO DE USO DE EQUIPOS Y VERIFICACION DE BITACORAS
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PIE DE METRO D PEM-028 BITACORA FOLIO : ANALISIS

1 eomo 1 rowo ] anaviss

[ eomoso mmacoran [ ] koo [ ] anausss
MICROSCOPIO [ %ﬂuz sracoran [ ] eowo [T ] awausss
TERWOMETRO /c METROLOGICO sracorawe [~ ] rowo [ ]  aneuse
cnqw@o €. METROLOGICO mracoran [ ] eowo ] awauss
oTROS C. METROLOGICO Bracora N [ 971 | rouo anausis Tamardo Pacg

Bl st s
C. METROLOGICO macoran [ 1 rowo [ ] anausss
e (A

TOTAL EQUIPOS UTILIZADOS

BB

TOTAL BITACORAS LLENADAS

WO ¢
PORCENTAJE CUMPLIMINTO REGISTRO r \\ [ \

Uop ZblOt : A AR (N
vy VEFATURA ~ FIRMA ANALETA




ANDROMACO Béoina 1 de 1

&
&5
e
2
Original Decisién de Uso @Q‘»@ Materia prima
LEVONORGESTREL MICRO. 4’ 90000863
Grupo HR (CG)  LXB204KG (3) |Cantidad 500 G Q?é Lote NOGOO1
Fe. entrada m. {ST) 18.04.2018 | Pedido 45004 4] Lote insp. 010000482818
Fe. fabricacion  31.12.2017 Fabricante - -. &%
Fe. sig. verific.  30.11.2022 Lote Proveedor Y17002
Fe. caducidad 30.11,2022 Proveedor SBROTOPHARM AG

N

7 ]

Decisién de Uso

Liberacion
26.06.2018 17:31 ;19

Graciela Garay, CL06864, Supervisora de Materias Primas
{Nombre, Numero Personal, Funcién)

Cantidad liberada

en stock libre: 500 G
L
Ei documento ha sido creado digitalmente y es valido sin firma.
List0; Qvor WWEKMNDMINRIR | oo 26,06 2010 17725




ANDROMACO ggina 1 de 1
@©
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5 .. 3
Original Log de verificacion &> Materia prima
)
&
LEVONORGESTREL MICRO. %" 90000863
Grupo HR (CG) LXB204KG (3) |Cantidad 500 G Qg Lote NOO01
Fe.entradam.  (ST) 18.04.2018 | Pedido 45004@30 Lote insp. 010000482818

Fe. fabricacion
Fe. sig. verific,
Fe. caducidad

31.12.2017
30.11.2022
30.11.2022

Fabricante - 2
Lote Proveedorﬁé Y17002

OTOPHARM AG

Proveedor <
(‘w

Cumple plan de inspeccion CUMPLE
8020 Fotencia 97,500- 102,000 % 99,900
ListaD: QRO? IR RAOAIINE | moresion: 26.06.2018 17:23:33

010000482818

(Hara del sistema: 26.06.2018 23:33:32)




ANDROMACO Bgona 1 de 1
&)

&
@«f@*
&
g G
Original Documento-UDP & Materia prima
@35
LEVONORGESTREL MICRO. %’ 90000863
Grupo HR (CG)  LXB204KG (3) |Cantidad 500G ]Y |Lote NOO0O1
Fe. entrada m. (ST) 18.04.2018 | Pedido 45004@30 Lote insp, 010000482818
Fe. fabricacién ~ 31.12.2017 Fabricante -
Fe. sig. verific.  30.11.2022 Lote Proveedor Y17002
Fe. caducidad 30.11.2022 Proveedor  sPFROTOPHARM AG
LY
&
Seguimiento del pedido @ Base: 90000863 - NOOO1 FFIL: 17.05.2018
Operacién | Descripcion Entrada Salida Operador
PNQ 1. Confirmacion 18.04.2018
PNQ 2. Confirmacidn 26.068.2018 |Garay, Graciela
RLS NG 26.08.2018 |26.06.2018 |Garay, Graciela

CLAUBIO / ADUANA

Estg documento ha sidd revisado y se hg verificado su cumplimiento con las normas GMP.

Lo zohelid

(Nﬂnbre, fecha; firma) V /

Lista-1D: QRO3 LWIINE | moresion: 26.06.2018 17:33:34
010000482818 (Hora del sistema: 26.06.2018 23:33:33)
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Fe. fabricacion 31.12.2017
Fe. sig. verific.  30.11.2022
Fe. caducidad 30.11.2022

&
&
&
i «F
Original Log de modificaciones 3 Materia prima
)
=
LEVONORGESTREL MICRO. & 20000863
&
Grupo HR (CG)  LXB204KG (3) |Cantidad 500G @Y |Lote NO0O1
Fe. entrada m. (ST) 18.04.2018 |Pedido 45004@30 Lote insp. 010000482818

Fabricante

- GG
Lote Proveedor Y17002
Proveedor _<PROTOPHARM AG
i

Préxima fecha inspeccion

.31.12.2017

. ZLVNY 17002

. 17.02.2019

 17.02.2019
30.11.2022

. Niog
CL16322

18.04.2018

18.04.2018/18:52:39 CL16322
18.04.2018/ 18:52:39 CL16322
26.06.2018/23:31:19 CLOo6864
18.04.2018 / 18:52:39 CL16322
18.04.2018 /18:52:39 CL18322
26.06.2018 /23:31:19 CLO6864

Modificacionss en clasificacin de lotes

LOBM_UDCODE

26.06.2018/23:31:19

L&

Lista-1D: QROG

AR

010000482818

Impresién: 26.06.2018 17:33:35
{Hora del sistema: 26.06.2018 23:33:34)
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3
Original Reconciliacién &> Materia prima
@sﬁ
LEVONORGESTREL MICRO. o’ 90000863
Grupo HR (CG)  LXB204KG (3) |Cantidad 500G 4Y  [Lote N0001
Fe.entradam.  (ST) 18.04.2018 | Pedido 45004@0 Lote insp. 010000482818
Fe. fabricacién  31.12.2017 Fabricante - - A&
Fe. sig. verific.  30.11.2022 Lote Proveedor Y17002
Fe. caducidad 30.11.2022 Proveedor OTOPHARM AG
5
)
Original @
Recepcion 1 23.04.2018| 16:25:37 D
Instr. de Muestreo 1 23.04.2018| 16:25:48 (=)
Etiqueta de Muestreo 4 23.04.2018| 16:29:39 (]
Decision de empleo 1 26.06.2018] 23:31:23 G
Log de verificacién 1 26.06.2018| 23:33:33 []
Documento-UDP 1 26.06.2018] 23:33:34 il
Log de modif. 1 26.06.2018) 23:33:35 5]
Reimpresién
Sin

Comentarios

Fecha'- Firmal Operador /

Lista-ID: QRO4

R A A

010000482818

Impresién: 26.06.2018 17:36:58
{Hora del sistema: 26.06.2018 23:36:58)




GERENCIA CONTROL DE CALIDAD

Cadigo:
RE-0456-01

CHECKLIST DE CALIFICACION MATERIAS PRIMAS

Fecha Vigencia : Abr-2016

DEPARTAMENTO ANALISIS QUIMICO

NOMBRE MATERIA PRIMA: {ouonoseesice| oo

—

LOTE: fNdo!
CODIGO: LoocoDp 3
LOTE INSPECCION QM: U251
SLelE Braaaa = s e
Observaciones
. P N.A.
a Presencia desviaciones Desviaciohas:
W NA,
a Presencia Q0S/00T 0 00S:
o_QOT:
"ﬁ Cabecera apropiada AR y adjuntos o NA
)D Compruebe metodologia analitica o N.A
) Compruebe instrucciones de muestreo (Materias o NA
F Primas)
KB | Veriticacion de término de Analisis Quimico o NA
O | Verificacion de términc de Andlisis Microbiolégico ¥ NA
@ Verificacion de término de Analisis Externo o N.A
'@ Verificacion adjuntos (es. reconciliaciones) o NA
? Presencia de CoA interno o N.A
1
? Presencia de CoA de proveedor o NA
;&’ Presencia de CoA de Servicio externo o NA
5& Verificacion de Permiso de uso para MP importadas |0 N.A
)B Llenado compieto y una documentacion adecuada o NA
B CONCLUSIO
NO CUMPLE O RECHAZADO
CUMPLE (9 APROBADO
FECHA....JRW00/18
FECHAaL’/a’Q/w .......

r




