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et €U —..O.—.._ ns Submission Form 4-R89 E&L and Packaging Testing 002-FOR-9117759
IMPORTANT Instructions:
1) Please kindly fill in the form at the computer or in capitol letters. Please kindly consider that quantities are inteded per monograph.
2) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing.
3) Please kindly print "Sender Information” "General information” and *Other Monographs/Test related page" and send them with samples.
f
For any type of issue please contact: DG_CIT005_StaffELPackTest@bpt.eurofinseu.com _
Please note that deliveries are allowed between 8.00am and 5.00pm from Monday to Friday and from 8.00am te 11.00am on Saturday M
IMPORTANT: Please note that customers delivering samples weighing more than 100 kg must use a courier with a truck equipped with a hydraulic tail lift or a pallet truck to handle heavy packages. w .
SENDER INFORMATION | (¥e)
1 \MH.I/ .\/
)
Company: n %] MA .m”; ,.q.u,
1 e e I
Company Site: _ = m ﬁ l:l\/).!,
iyl
Sender Name/Surname: Date: i VI =— - e
: .2 § Qq —=
Sender Phone Number: : 3 e L o
: 'S O Ew ¢
Sender email Address: = = | e b |
— . q — N
P | ©
SECTION A: CLIENT'S INFORMATION (to be filled by Sender) w m o ks g
: - s N O @
Issued documents Contacts (please list as first the main contact) e-mail Addresses Phone Numbers g [y A | - W
s,v & w <L N =
o g o5
Sample Registration Acknowledgement m, D 0 ¢ o
(notification of completed samples registration) i ] O /r.w\ =
_“ < B
-}
Certificate of Analysis o
7]
()]
a
Invoice 1 @
{ k=)
T s S
SECTION B: GENERIC SAMPLE INFORMATION (to be filled by Sender)
Not relevant temperature at delivery o
Controlled Room Temperature {15-25°C) (=]
Transport Temperature Freezer -20°C (]
Freezer -80°C (m]
Refrigeration (5:3°C) (=]
Room temperature (=} Refrigeration (5+3) °C o
Storage Temperature
Freezer (specify t) Lo O Other: o
Human a Veterinary [m] Other (specify): 0
Typology Finished product (m] Raw Material a Investigational medicinal product (IMP) [m]
APl m] Packaging a Other (specify): Other {m|
H300 Fatal if u] H310 Fatal if inhaled = H350 May cause cancer o MSDS is attache
swallowed hi t
M 5 to the
ost Critical Hazard statements
H310 Fatal in contact o H340 May cause o H360 May damage fertility or g (Mandatory)
with skin genetic defects the unborn child o
Return of samples at the end of the test Not Needed = Needed o Share the vector account
(freight collect)
Revision: 5 Local Reference : Mod. SOPICOM/001.R P 1017
age 1 o
@ This document is copyright of Eurofins Scientific Group Approved document in EQMS n
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<= eurofins

Submission Form 4-R89 E&L and Packaging Testing

002-FOR-9117759

Instructions:
1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing
2) Use this page for Other Monographs and CCIT
Additional information:
« Fill out the following form for each sample to be analysed. If more than one sample with different information has to be tested, please duplicate the sheet

Other Monographs - Quality Control Activities: SPECIFIC SAMPLE INFORMATION (To be filled by Sender)

Quotation number :

Purchase Order Code :

GMP - for lot release

GMP - not for lot release on

Non GXP activity

© This document is copyright of Eurofins Scientific Group

Approved document in EQMS

Regulatory status requested: 0
BLIARONY auest e .:._m:ﬂmﬂ 5 the market (CoA issue) = (No CoA Issue)
(CoA issue)
RUSH ANALYSIS
. s - < . e Yes ] No [m]
(only if applicable - Additional charge will be applied as defined in the quote):
Notes:
Quantity to be tested: Quantity for contingency:
Sample Description Helated Stdytode
Eo:ﬂ S :mu:_m i Test Code e For JP 7.02 please specify (as defined in final report e.g: CCxx,
: 3 mmwmv_mv Lot / Batch # Surface area (cm?) Nominal Volume |(as defined in Quotation e.g. s Qmmﬂmn e on (use the dropdown menu in LVxxxxx, STULVXXXXX)
- ah GPXXX, LVYYY,IZXXX) 9 the cell below): {Validation, Suitability,verification
(as it appears on the COA)
E _method)
Revision: 5 Local Reference : Mod. SOP/COM/001.R
Page 3 of 17




Printed by 8V9Z at 24-Mar-2026 09:00:02

&% eurofins

Submission Form 4-R89 E&L and Packaging Testing

002-FOR-8117758

Additional Information:

1) Fields in light blue must be completed. The missing of Infarmation could lead to a delay of CoA Issuing

« For each test the mimimum number of items required has ta be reported in the column "Minimum number of rubber closures”
» Flil out the following form for each sample to be analysed. If mare than one sample has to be tested, please duj

cate the sheet

Rubber Closure Test - EP 3.2.9 - Information form

Quotation number:

@ This document is copyright of Eurofins Scien

Approved document in EQMS

RUSH
S UnH;”ﬂnm_nH 4 Batch Total Elastomeric Closure Surface (em* ) Type of rubber closure Flenee m”.u“_*_.ﬁ_uﬂ._“_muﬂﬁ_:um ot Test name Test code Minimum number of rubber closures Operative instructions
appears on :
Please spocify If the rubbs is:
Coated 0 Uncoated o
If Identification A Is requested please provide: refe 8
Type 1 non-sterilised (n] Identification A [IR absoprtion) GP16U O 10 samples Type sample could be asked to the manufacturing of rubber closure.
Tick the right box, conceming sample preparation:
Somple to onalized s ILby ATR 01
Pyrolysate sample analized by ATR O
Please specify if the rubber is:
Coated =] Uncoated
St Pravide s number af closures In order ta reach at
least 2 g of rubber
If Identification B is requested please provide: type sample (elastomeric reference specimen) or
Total ash speciication abtained In accordance with EP methad 2.4.16 TOTAL ASH
Solution § Is & mandatory test In order o parform chemical tests. One Salution $ [s enoungh for
all chemical tests.
Solution § GpeFa O {120/Total Elastomeric Closure Surlace] x 2 e .
See below an example of calculation,
Total elastomeric Closure Surface:10 cm®.
Number of closures = [120/10)x2 = 24 Items.
(& ical test: lution S for th inir b
cm* Type 1 sterlised n Appearance of solution § Gpipy [l |Chemical test: see solu n..u_gaauu‘ & MINIMUM NUMBER & - this test, Solutlon § Is @ preliminary mandatory test to perform; GPBFA must be flagged.
Acidity or alkallnity GP1auD | |Chomical test: sca S_Eu_..ummma,“- the minlmum nUMBET| £ his vest, Solutlon S s a preliminary mandatory test to perlarmi GPBFS must be flagged.
luti s i be
Absorbance cp1EG 00/ |Chemieal test: see solu “._uﬂ *”1 the minimum DWBEr| L 11 vas; Salution Si¢ a prelinmihady mandatsry tast to parform; GPBFY tist bis Naggad,
o
Reducing substances GpigH [ [Chemical test:see S_z._wﬂm Yor the minimum number). . e alition €15 4 Wil mardatony st to perarm BPEEE ik e fniged,
of items
Type 2 nan-sterflised | O Ao GPIEI Chaipical ey 30 5_(.“”“_,“.““- the minimum numberl _\ k. test, Solution s is a prefiminery mandatory test to performi GPBF4 must be lagged.
Extractable zinc on elastomeric oponp [ |Chemical tests see soluton S for he minlmum mumberl L dotory test o perform: GPEF must be flagged
closure} of items
m—.l"—nuuh_nn_“: Mﬂ_smﬂ: 5 GPoBo See operative instructions At least 30 mL. of solution § |s necessary
provided by the Clien
Extractable heavy metals [Old (yay 1 [Chemicaltost: s soluton  forthe minimum numer| L c oy test o perform: GPBFE must be logged
version) af items
Chemical test: see solution § for the minimum number, i )
Type 2sterlilied O Residuc on evaporation GPiek 01 72 For this test, Solution § Is a prellminary mandatary test to perform: GPBFS must be flagged
of items.
See below an exomple of calculation.
Volatile sulfides GPIEP I (20/Total Elastomeric Closure Surface] x 2 Total elastomeric Closure Surface:10 cm,
Number of closures = (20/10]X 2 = 4 ltems.
Bhysica mechanical test: 20 additional elastomeric
5 i d | d to b ided {f i it 1 st
Panetrability GPIER D' | closures are necessary with the minimum number of |=P=" 1 rimPer, vial and cap seal need t@ be provided If the clasure Is not 13mm stopper or
' 20mm stopper
items of solution §
FHYSIED mactlicw] tist; o0 slGAl Blasconiarc and cap seal need to be pravided If the clasure is not 13mm stopper ar
Fragmentation GP1FG O closures are necessary with the minimum number of F s i
items of solution §
Fhyalen mchanicel met: 2 additionis siestormaric erimper, vial and cap seal need to be provided If the closure is not 13mm stopper ar
Self-sealing test GPIFH O closures are necessary with the minimum number of i P R PR
20mm stopper
Items of s0
L
Revision: 5 .
Local Reference : Mod. SOP/COM/001.R Page 4 of 17
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<= eurofins

Submission Form 4-R89 E&L and Packaging Testing

002-FOR-9117759

Instructions:

Additional information:

* For each test the number of

1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing

required has to be reported in the column "Minimum number of Containers"

= Fill out the following form for each sample to be analysed. If more than one sample has to be tested, please du|

icate the sheet

Glass Container Test - EP 3.2.1 - Information form

Quotation number:

RUSH

o

Sample Description
(as it appears on the
COA)

Batch

Nominal Volume (mL, filling
volume range, type of vial 2R,
6R etc)

Type of glass

Test name

Test code

Minimum number of containers (sum
up the amount for each test)

Operative instructions

Determination of fi

GP1ARCI

6 containers (from 1 mL to 100 mL)
3 containers (above 100 mL)

ng Volume is a preliminary mandatory test to be performed: Test A;
Test C and Arse

Typel [

Test A (surface test)

GP1Al 0

40 containers (from 1 mL to 4 mL)

24 containers (from 5 mL to 9 mL)

15 containers (fram 10 mL to 20 mL)
8 containers (above 20 mL to 50 mL)
ers (above 50 mL to 100 mL)
ers (above 100 mL)

For this test, Determination of filling Volume is a preliminary

mandatory test to be performed: GP1AR must be flagged.

Type2 O

Test B (glass grains test)

GP1Al O

240 containers (1 mL)

150 containers (from 2 mL to 3 mL)
B0 containers (from 4 mLto 5 mL)

50 containers (from 6 mL to 10 mL)
25 containers (above 10 mL to 20 mL)
15 containers (above 20 mL to 30 mL)
10 containers (above 30 mL to 50 mL)

5 containers (above 50 mL)

As an alternative please provide a number of containers in order to
reach at least 300 g of glass

Test C [etching test)

GP1AK O

40 containers (from 1 mL to 4 mL)

24 containers (from 5 mL to 9 mL)

15 containers (from 10 mL to 20 mL)
8 containers (above 20 mL to 50 mL)
5 containers (above 50 mL to 100 mL)
4 containers {(above 100 mL)

For this test, Determination of fi
mandatory test to be performed: GP1AR must be flagged.
In addition for this test, we need the result of test A.

g Valume is a preliminary

Type3 O

Arsenic

GP0O9IO

45 containers (1 mL)

22 containers (from 2 mL to 3 mL)
10 containers (from 4 mL to 5 mL)

7 containers (from 6 mL to 8 mL)

5 containers (above 8 mL to 10 mL)
4 containers (above 10 mL to 15 mL)
3 containers (above 15 mL to 20 mL)
2 containers (above 20 mL to 40 mL)
1 containers (above 40 mL)

For this test, Determination of filling Volume is a preliminary
mandatory test to be performed: GP1AR must be flagged.

Spectral transmission for coloured
glass containers

GP1ALL

3 containers {all volumes)

Specify the use of glass container:
Parenteral (]
Non Parenteral [

Local Reference : Mod. SOP/COM/001.R

© This document is copyright of Eurofins Scientific Group

Approved document in EQMS

Page 5 of 17




Printed by 8V9Z at 24-Mar-2026 09:00:02

<% eurofins

Submission Form 4-R89 E&L and Packaging Testing

002-FOR-9117759

Instructions:
1) Fields
Additional information:

ight blue must be completed. The missing of information could lead to a delay of CoA issuing

= For each test the mimimum number of items required has to be reported in the column "Minimum number of rubber closures”
out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet

Rubber Closure Test - USP 381- Information form

Quotation number:

© This document is copyright of Eurofins Scientific Group

Approved document in EQMS

RUSH
Sample Description (as Total Elastomeric Closure Please specify the method s o] ;
5 Batch Type of rubber closure p Test name Test code Minimum number of rubber closures Operative instructions
it appears on the COA) Surface (cm?) vP of sterilisation: P
Solution S is a mandatory test in order to perform
chemical tests. One Solution 5 is enoungh for all
Type 1 non-sterilised O Solution § GP19Q O (120/Total Elastomeric Closure Surface) x 2 chemical tests.
See below an example of calculation.
Total elastomeric Closure Surface:10 cm®.
Number of closures = (120/10)X 2 = 24 items,
Determination of turbidity GPIC3 O Chemical test: see solution S for the minimum number of | For this test, Solution S is a preliminary mandatory
Procedure A items test to perform: GP19Q must be flagged.
Ditariminaticn of Eolar Gr1AQ O Chemical test: see mu_E_E._m for the minimum number of | For this test, Solution 5 s a preliminary mandatory
items test to perform: GP190 must be flagged.
o Acidity or alkalinity GP19s 01 Chemical test: see ma_=~_n¢m_c«_=m minimum number of |For this test, Solution 5 is a pri inary mandatory
items test to perform: GP19Q must be flagged.
e Absorbance GP19T O Chemical test: see uo_c__u-,_ S for the minimum number of | For this test, Solution S is a preliminary mandatory
items test to perform: GP19Q must be flagged.
fletliicing substances Gp19u Chemical test: see E_E_GJ S for the minimum number of | For this test, Solution S is a preliminary mandatory
items test to perform: GP19Q must be flagged.
Type 2 non-sterilised P Gp19xD Chemical test: see solution § for the minimum number of |For this test, Solution S is a preliminary mandatory
items test to perform: GP19Q must be flagged.
See below an example of calculation.
Volatile sulfides Gp1gyDdl (20/Total Elastomeric Closure Surface} x 2 Total elastomeric Closure Surface:10 cm?,
Number of closures = (20/10)X 2 = 4 ftems.
GP1A1Ld
Fragméntation Physico _.:mn—_uﬂ;n& test: 20 additional elastomeric Mﬂﬂn;_n_ 2_3“...:. _.._Ewmwzn cap seal nnmnn__un be provided
closures
Please specify: are necessary if the closure is not 13mm stopper or 20mm stopper
Liquid preparation Cpry
preparation O
Type 2 sterilised O
Revision: § Local Reference : Mod. SOP/COM/001.R

Page 6 of 17




Printed by 8V9Z at 24-Mar-2026 09:00:02

<% eurofins

Submission Form 4-R89 E&L and Packaging Testing

002-FOR-9117759

Instructions:

Additional information:
® For each test the m

1) Fields in light blue must be completed. The

imum number of containers required has to be reported in the column "Minimum number of Cont:
« Fill out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet

ng of information could lead to a delay of CoA issuing

ers

Glass Container Test- USP 660 - Information form

Quotation number:

RUSH o
Mm.._._u_m peserptoniEs Batch Nominal Volume (mL) Type of glass Test name Test code Minimum number of containers Operative instructions
it appears on the COA)
s i 6 containers (from 1 mL to 100 mL) Filling Volume is a preliminary mandatory test to be
i il GPL10 O
Determination of filling volume 3 containers (above 100 mL) performed: Test A; Test C and Arsenic.
40 containers (from 1 mL to 4 mL)
24 tai fi 5 mL to 9 mL|
is nuzqmmzm-m "*33 “_.cqs _.” mq” ) U For this test, Determination of ng Volumeisa
containers (from 10 mL to 20 m
Type1 O Test A (surface test] GPL11 O eliminary mandatory test to be performed: GPL10
yp { ! 8 containers (above 20 mL to 50 mL) ””zm_ w_m =m< = . P
5 containers (above 50 mL to 100 mL) gged.
4 containers (above 100 mL)
240 containers (1 mL)
150 containers (from 2 mL to 3 mL)
80 containers (from 4 mL to 5 mL)
N 50 containers (from 6 mL to 10 mL) As an alternative please provide a number of
Test B (glass grains test GPLO9 U
lgiassg J 25 containers (above 10 mL to 20 mL) containers in order to reach at least 300 g of glass
15 containers (above 20 mL to 30 mL)
10 containers {above 30 mL to 50 mL)
5 containers {(above 50 mL)
40 containers (from 1 mL to 4 mL)
24 containers (from 5 mL to 9 mL) Far this test, Determination of filling Volume is a
. 15 containers (from 10 mL to 20 mL) preliminary mandatory test to be performed: GPL10
Type2 O Test C (etching test] GPL12 O
yp estiC (etching testy 8 containers (above 20 mL to 50 mL) must be flagged. In addition for this test, we need the|
5 containers (above 50 mL to 100 mL) result of test A.
4 containers (above 100 mL})
50 containers (1 mL)
25 containers (from 2 mlL to 3 mL})
15 itai f 4 mL to 5 mlL;
com m_:mme roim 3 l.ta 3.mL) For this test, Determination of filling Volume is a
= 10 containers (from 6 mL to 8 mL) N
Arsenic GPL13 U 3 preliminary mandatory test to be performed: GPL10
8 containers (above 8 mL to 10 mL}  be fl d
m .
5 containers (above 10 ml to 20 mL} ustbe Hlagge
2 containers (above 20 mL to 40 mL)
1 containers (above 40 mL)
. Specify the use of glass container:
Spectral transmission for
Type3 O 5 Al b GPL1g O 3 containers (all volumes) Parenteral &
coloured glass containers
Non Parenteral [
Revision: 5 Local Reference : Mod. SOP/COM/001.R BEREaFE
© This document is copyright of Eurofins Scien Approved document in EQMS g
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<~ eurofins

Submission Form 4-R89 E&L and Packaging Testing

1-P-SC-FOR-9117759

Instructions:
1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing
Additional information:

= For each test the mimimum number of items required has to be reported in the column "Minimum number of plastic containers"
= Fill out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet

EP 3.2.2.1 Plastic containers for agueous solutions for infusion - Information form

Quotation number:

RUSH g

Sample Description
(Monograph name if applicable) Lot / Batch # Nominal Volume (mL)
(as it appears on the COA)

Test Code

(as defined in Quotation e.g. GPXXX, LVYYY,IZXXX)

Requested tests
(as defined in quotation)

Minimum number of plastic containers

Operative instructions

Considering the nominal capacity please kindly send us

at least the number of containers in order to reach
100mL + 1 additional container.

For example for a nominal capacity of 5 mL the number
of items required is 20 plastic containers of 5 mL (= 100
mL) plus 1, 50 in total 21 containers.

Choose the right material of the container:
Polyethylene O
Polypropylene C

Other material [

Please Provide Nominal Capacity:

e

Revision: 5

Local Reference : Mod. SOP/COM/001.R

© This document is copyright of Eurofins Scientific Group

Approved document in EQMS

Page 8 of 17
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> eu _\O._u_ ns Submission Form 4-R89 E&L and Packaging Testing 002-FOR-9117759

Instructions:

1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing

Additional information:

= For each test the mimimum number of items required has to be reported in the column imum number of plastic containers"

o Fill out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet

EP 3.1.3 Polyolefins - Information form
Quotation number:
RUSH =
i Test = T
Saniple Dmmaq._uEOJ {Montst=ah : = nnn.mm Requested tests Minimum amount needed of plastic e 2
name if applicable) Lot / Batch # (as defined in Quotation e.g. GPXXX, 2 : 3 3 Operative instructions
2 (as defined in quotation) containers
(as it appears on the COA) LVYYY,IZXXX)
If identification A is requested please provide type sample
(plastic reference specimen). Type sample could be asked
to the manufacturing of the plastic material.
Please note that in accordance with the updating of our
internol procedures, the comparison with Type Sample is
mandatory and we cannot proceed by comparison with a
spectrum provided by the Client.
Without Type Sample we cannot release a CoA with EP
3.1.3 compliance but we can proceed with the anolysis as
“Only for information”.
Identification B complies with the supplementary tests
corresponding to the additives present in the compaosition
For test code GP1A9,GP1AA,GP1AB and GP1AC "S1 test” is
Amount needed 250 g mandatory. For test code GP1AE,GP1AF,GP1AG and GP1AH
"S3 test" is mandatory.
Identification C: To be performed only on opacified
material with titanium dioxide
Revision: 5 Local Reference : Mod. SOP/COM/001.R Page 9 of 17
© This document is copyright of Eurofins Scientific Group Approved document in EQMS
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eurofins

Submission Form 4-R89 E&L and Packaging Testing

002-FOR-9117759

Instructions:

Additional information:

1) Fields in light blue must be completed. The missing of infarmation could lead to a delay of CoA issuing

* For each test the mimimum number of items required has to be reported in the column "Minimum number of plastic containers"
= Fill out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet

EP 3.1.4 Polyethylene without additives for containers for parenteral preparations and for ophthalmalic preparations - Information form

Quotation number:

RUSH

Sample Description
(Monograph name if
applicable)

(as it appears on the COA)

Lot / Batch #

Test Code
(as defined in Quotation e.g. GPXXX,
LVYYY,IZXXX)

Requested tests

% L & Minimum amount needed of plastic containers
(as defined in guotation)

Operative instructions

Amount needed 250 g

If identification A is requested please provide type sample
(plastic reference specimen). Type sample could be asked
to the manufacturing of the plastic material.

Please note that in accordance with the updating of our
internal procedures, the comparison with Type Sample is
mandatory and we cannot proceed by comparison with a
spectrum provided by the Client.

Without Type Sample we cannot release a CoA with EP
3.1.4 compliance but we can proceed with the analysis as
“Only for information”.

For test code GP1F7, GP1F8, GP1F9 and GP1FA "S1 test" is
mandatory. For
test code GP1FC "S2 test” is mandatory. For
test code GP1FD "53 test" is mandatory.
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Instructions:

Additional information:

1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing

s For each test the mimimum number of items required has to be reported in the column “Minimum number of plastic containers”
out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet

EP 3.1.5 Polyethylene with additives for containers for parenteral preparations and for ophthalmic preparations - Information form

Quotation number:

RUSH

Sample Description
(Monograph name if
applicable)

(as it appears on the COA)

Lot / Batch #

Test Code
(as defined in Quotation e.g. GPXXX,
LVYYY, IZXXX)

Requested tests
(as defined in quotation)

Minimum number of plastic containers

Operative instructions

Amount needed 250 g

If identification A is requested please provide type sample
(plastic reference specimen). Type sample could be asked
to the manufacturing of the plastic material
Please note that in accordance with the updating of our
internal procedures, the comparison with Type Sample is
mandatory and we cannot proceed by comparison with a
spectrum provided by the Client.

Without Type Sample we cannot release a CoA with EP
3.1.5 compliance but we con proceed with the analysis as
“Only for information”.

Identification B complies with the supplementary tests
corresponding to the additives present in the composition

For test code GPL74, GPL75, GPL76 and GPL77 “S1 test" is
mandatory.

For test code GPL79, GPL81, GPL82, GPLB3, GPLB4, GPL86
and GPL87 "S3 test” is mandatory.

cation C: To be performed only on opacified
material with titanium dioxide
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Instructions:
1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing
Additional information:
* For each test the mimimum number of items required has to be reported in the column "Minimum number of plastic containers”
« Fill out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet
EP 3.1.18 Styrene block copolymers - Information form
Quotation number:
RUSH a
Sample Description (Monograph Test Code e
: 1 Requested tests Minimum amount needed of i -
name if applicable) Lot / Batch # (as defined in Quotation e.g. GPXXX, L ) LA Operative instructions
; (as defined in quotation) plastic containers
{as it appears on the COA) LVYYY,IZXXX)
If identification A is requested, please provide type sample (plastic
reference specimen). Type sample could be asked to the
manufacturing of the plastic material. Please note that in
accordance with the updating of our internal procedures, the
comparison with Type Sample is mandatory and we cannot proceed
by comparison with a spectrum provided by the Client.
Without Type Sample we cannot release a CoA with EP 3.1.18
compliance, but we can proceed with the analysis as “Only for
information. For the Identification A, the following test are
required: Solution 52, Butylhydroxytcluene RS and Plastic ad
08 RS
Amount needed 250 g 1D~.~mm.n code _nm_._a_‘_nmao_._.n. S.w _._nmn_ to perform Phen
antioxidants test A, Phenolic antioxidants test B and Stearates test.
In addition Phenolic antioxidants, Solution 52, Butylhydroxytoluene
RS and Plastic additive 08 RS tests are mandatory.
Sulfated ash: provide % of titanium dioxide
Revision: 5 Local Reference : Mod. SOP/COM/001.R
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Instructions:

Additional information:

1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing

= For each test the mimimum number of items required has to be reported in the column "Minimum number of platsic containers"
out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet

EP 3.1.6 Polypropylene for containers and closures for parenteral preparations and ophthalmic preparations - Information form

Quotation number:

RUSH

Sample Description
(Monograph name if
applicable)
(as it appears on the COA)

Lot / Batch #

Test Code
(as defined in Quotation e.g. GPXXX,
LVYYY,IZXXX)

Requested tests
(as defined in quotation)

Minimum number of plastic containers

Operative instructions

Amount needed 250 g

If identification A is requested please provide type sample
(plastic reference specimen). Type sample could be asked
to the manufacturing of the plastic material.

Please note that in accordance with the updating of our
internol procedures, the comparison with Type Sample is
mandatory and we cannot proceed by comparison with a
spectrum provided by the Client.

Without Type Sample we cannot release a CoA with EP
3.1.6 complionce but we can proceed with the analysis as
“Only for information”.

Identification B complies with the supplementary tests
corresponding to the additives present in the composition

For test code GP1BX, GP1BY, GP1BZ and GP1C0 "S1 test” is
mandatory. For
test code GP1C2,GP1C5,GP1C6,GP1C7,GP1C9 and GP1CA
"$3 test" is mandatory.

cation C: To be performed only on opacified
material with titanium dioxide
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Instructions:
1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing
Additional information:
s For each test the mimimum number of items required has to be reported in the column "Minimum number of plastic containers"
| out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet
EP 3.1.7 Poly(ethylene - vinyl acetate) for containers and tubing for total parenteral nutrition preparations - Information form
Quotation number:
RUSH o
Sample Description Test Code
{Monograph name if : 7 Requested tests 5 : . 3
= Lot / Batch # (as defined in Quotation e.g. GPXXX, T s 5 Minimum amount needed of plastic containers Operative instructions
applicable) LVYYY, 1ZX5X) (as defined in quotation)
(as it appears on the COA) i
If identification is requested please provide type sample
(plastic reference specimen). Type sample could be asked
to the manufacturing of the plastic material.
Please note that in accordance with the updating of our
internal procedures, the comparison with Type Sample is
mandatory and we cannot proceed by comparison with a
spectrum provided by the Client.
Without Type Sample we cannot release a CoA with EP
3.1.7 compliance but we can proceed with the analysis as
“Only for information”.
Amount needed 250 g
For test code GPL46, GPL47,GPL48 and GPL49 "S2 test" is
mandatory.
For test code GPL50,GPDYP,GPLS1 "S1 test" is mandatory.
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Instructions:

Additional information:

1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing

« For each test the mimimum number of items required has to be reported in the column "Minimum number of plastic containers”
« Fill out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet

USP 661 - Information form

Quotation number:

RUSH o

Sample Description
{Monograph name if applicable) Lot / Batch #
{as it appears on the COA)

Test Code
(as defined in Quotation e.g. GPXXX,
LVYYY,IZXXX)

Requested tests

S ! Minimum amount needed of plastic cantainers
(as defined in guotation)

QOperative instructions

Amount needed: 2400 cm?

In the case of PET and PET G containers provide the
amount in order to reach at least 200 mL after the
ng at nominal capacity with solvent

Provide inner and outer surface of the sample:

m—:._mﬂ w_-_;mﬂm HH

2
outer surface = o

Choose the right material:

LDPE B

HDPE

Polypropylene

PET

PET-G

other material
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Instructions:

Additional information:

1) Fields in light blue must be completed. The missing of information could lead to a delay of CoA issuing

¢ For each test the mimimum number of items required has to be reported in the column "Minimum number of rubber closures”
® Fill out the following form for each sample to be analysed. If more than one sample has to be tested, please duplicate the sheet

USP 661.1 - Information form

Quotation number:

{as it appears on the COA)

surface {cm?)

LVYYY,IZXXX)

(as defined in quotati

RUSH o
Sample Description Test Code
Ri
(Monograph name if applicable) Lot / Batch # Innerand airter (as defined in Quotation e.g. GPXXX, Sauested Lests Minimum amount needed of plastic containers Operative instructions

Amount needed 100 g

Choose the right material:
Cyclic Olefin Polymer O

Cyclic Olefin CopolymerD

Polyamide 6 o
Polycarbonate D
LDPE n
HDPE a
PET a
PET-G (m]

Poly(ethylene-vymil-acetate) O
Polypropylene O

Polyvinyl Chloride o

Polyvinyl Chloride Plasticized O
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tblue must be completed. The missing of informatian could lead to a delay of CoA issuing
ired has to be reported in the column “Minimum number of plastic cantalners™
* Fill out the follawing farm for each sample to be analysed. If more than ane sample has to be tested, please duplicate the sheet
USP 661.2 - Information form
Quolation number:
RUSH o
Sample Description e
Requested tests Other Plastic -
(Monograph name £ | o ppacnn | fasdefined inCuatation e, | Material (os defined in RB L e e Minimum number af plastic containers Operative instructions
applicable) PR, LYY, 0000 e {as defined in quatation) quatation)
(a3 [t appears on the COA)
om0 e ey ] Choose the right material of the plastic containers:
PET O
PET-G [
3 o
[ s Other material [
aporz O Grory O he labeled volume of a
drug product cantalned in Its packaging system.
1f the drug product is a solid desage form, the nominal
be as the of solld
contained In the packaging system.
N.Vol =
GPFOD. O Gprop O
Gpoua O Grouo O
Considering the nominal volume please kindly
send us at least the number of containers in
Gpous O GPoUL O arder to reach 200mL. For example for a nominal
volume of 10 mL the number of items required is
20 plastic containers of 10 mL (= 200 mL). For
Gpoun & Gpouz O nominal volume > 50mL PET G bottle
terephtaloyl moieties test code GPOU3 please
send 9 bottles. For the other test code 10 Battles
Gpou1 O Gpix O
Specify the use of plastic contalner:
Parenteral
MNon Parenteral™
crouz O cpiaw O
[ E
Gpw [
wauy O
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