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1 Supply Chain Information

Supply chain information

120079 ESHMUNO® Q

Valid for the following package size(s):
120079.0010; 120079.0100; 120079.0500; 120079.5000

Supply chain transparency is a fundamental part of our quality and supplier
management system. In response o your request for supply chain information,
please see the information below, which is current as of the date of this lelter.
This document should be used only in cannection with the purchase of our
products and/or to saltisfy regulatory requirements. Gontact with our suppliers
conceming products you purchase from the Company is not permitted without
the Company's prior written consent.

Original Manufacturer:
Manufacturing is performed at Merck KGaA, Werk Gernsheim, Mainzer Str. 41,
64579 Gernsheim, Germany.

Testing & Release:
Testing and release is performed at Merck KGaA, Werk Gernsheim, Mainzer
Str. 41, 64579 Gemnsheim, Germany.

Packaging:
The product is packed at Merck KGaA, Frankfurter Str. 250, 64293 Darmstadt,
Germany.

Labelling:
The product is labeled at Merck KGaA, Frankfurter Str, 250, 64293 Darmstadt,
Germany.

Warehousing:

From manufacturing of the product until dispatch to the local supplier or the
customer storage takes place in warehouses under control of Merck KGaA,
Darmstadt, Germany.
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2 Product Quality Self-Assessment

Product Quality Self-Assessme
Based on Rx360 SAQ Module 3
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L General Information
This Product Quality Self-Assessment (Product-QSA) provides Quality
Management Systemn information specific to this product.

2 This Product-QSA is associated with following documents:

a. The Company-wide Self-Assessment for its overall quality system
b. The respective Site Quality Seli-Assessment (Site-QSA)

. Quality Management System (QMS)

1. Are you considered original manulaciurerof the listed product ?

2. Which GMP standards are applied for the product?

. Documentation - General

1. Is there a conformance statement, quality policy or certificate for GMP
requirements 7

2 Is there a Cerificate of Suitability to the Monographs of the European

Pharmacopeia (CEFP) for the above-mentioned product 7

Is thera a Drug Master File (DMF) for the above-mentionad product ?
Do you perform annual répors for the alorementioned product 7

15 the product EXCIPACT certiied 7

v. Documentation Requirements - Customer Documentation

I applicable, can you provide the lollowing declarations on request 7
a. Alatoxines
b. Allergenes
¢. Animal Origin(BSE/TSE)
d. cGMP ceriificate
e GMO
1. lonizing Fradiation
g. Manufacturing description / Flowchart
h. Melamine
i. Supply Chain Infarmation

V. Computerized Systems

1. Are appropriate quakfication and validation procedures available for your
compulerized system 7

Merck conde Mo | D079 1502 7019
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Do you pertorm risk assessment for your computerised system ?

Do your computer systems that could impact quality have controds for
operation, maintenance and prevention of unauthorised access 7

Do you have an approved master plan of the validation of the computerised
system 7

Do you document changes and deviations of validated systems ?

Personnel - Training

Arg employees working in production rooms given periodic medical check-
ups ?

Is it engured that no person with an infectious disease will come in contact
with the product 7

Do you have a job training program 7
Do your training procedures identify training neads by job function ?
Is your personnel traingd under GMP requirements ?

Do you have training reconds and ks training completed prior to perfarming
job- relative activities ?

Manufacturing Information - Equipment Utilities
Is the praduct manufactured on dedicated equipment?

Are there cleaning procedures for non-dedicated equipment o remave the
previous product in place?

Has production equipment been qualified?
Has validation been performed for cleaning procedures, as applicable?

It N 1o 4., is there data to shew that cleaning procedures for non-dedicated

equipment is adequate to remove the previous product?

What type of water is involved in manufacturing and cleaning?
a. Purified Water / PW (EP and USP grade)
b. Highly Purified Waler / HFW (EP grade)
¢. Water for Injection / WF| (EP and USP grade)
d. Potable water
&. Distilled water
{. Dejonized waler

What method is used o purify waler 7
&. Reverse Dsmosis
b. Ultra-Filtration
¢. lon Exchange

Merck conde Mo | D079 1502 7019
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8. Is production performed in aseplic emdironment 7 -
Vi, Manufacturing Information - General
1. If applicable, is production and handling of highly sensitizing materials (such &
as penicillins or cephalosporins) conducted in closed equipment separate
from that used for product manufactura?
2. If applicable, are dedicated production areas or appropnale cleaning -
activities implemented within the site for material of high pharmacological
activity (e.g. certain steroids), toxicity {e.g. cyloloxic anti-cancer agents) or
highly toxic non-pharmaceutical materials (e.g. herbicides or pesticides) to
avoid cross-contamination ?
Is the product manufaciured batchwise or continuously 7 " —
How do you define a homogeneaus batch 2 -
Are solvents excluded from or consistently remowved (i, to ICH Q3C limits)
during the manulacluring process ?
6. Are residual solvents réported per ICH O30, Le., listed in the specification
and CoA 7
7. Can one batch be traced back to
a. itz starting material ?
b.its IPC [ in-process confrol) 7 -
¢. lis release conlral 7 -
d. the bulk material ? -
Do the wrilten procedures cover reprocessing? - -
Are adequate in-process controls performed? =
0. Are the in-process controls supervised by the Quality Unit{s)? -
IX. Filling Information
1. With the respect to the product in question, do you perform filling ¥ -
2. Is there a hygiena monitoring program in the filing area for products -
manufactured undar GMP ?
Is there an HVAC system in the filling room's ? -
Iz filling performed in an aseplic environment 7
Is- the filling line dedicated ? - -
— -
6. Is there data to show that cleaning procedures (e.9. cleaning validation) for -
non-dedicated equipment is adequate o remove the previous product ?
Mok conde Ma: 130079 15402 7019
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Environmental Conditions

Do you monitor and document environmental conditions (2.g. air handling,
temperature of sanitary conditions) in the following areas:

a. Filling ?

b. Finished good warehouse 7

Labeling/Packaging Information
Is access to labels and printed materials controlled and reconded 7
Does this include label reconciliation/discarding 7

Is the original manufacturer name listed on every packaging wnif 7

Quality / Laboratory Control

|5 written information about laboratory instruments available for :
a. Cualification instructions and records?
b. Calibration instructions and records?
¢. Maintenance instructions and records?
d. Recording, reporting, and sioring of raw data?

Do you perform stability studies for the final product ?
Do you perform full testing on your raw materials 7

Is there a reference lo compliance fo pharmacopoeia given in the product
name ?

Which volume of pharmacoposia is used for lol release ?
Do you pertorm all testing lsted on the CoA in-house ?
Is the preparation of standards and conirels documented 7

Is there an approved procedure fior handling the investigation and
documentation of out of specification (00S) ?

s there a documented review (double-check) of data by a second
individual ?

|5 validation of non-compendial analytical procedures a standard
requirement for this article 7

Sampling
Do you store and ship samgples in the sama methods as provided product #

Do you pull samples in a statistically significant method to provide adequate
representation of a product batch ?

Merck conde Mo | D079 1502 7019
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a Is the sampling methed in your lacility validated and'or qualilied?

4. Do you have suitably equipped sampling areas lor the following
a. Incoming goods ?
b. Key raw materials 7
¢. Semi-finished products ?
d. Finished products ?
€. Packaging materials 7
f. Rejected materials?

Xiv. Materials Management

1. Are retumable shipping containers u
2, If YES to 1., are dedicated Contai .
Morck code Na: | 20079 1502 1019 Page 1 Tol &
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3 Supplier and Process Evaluation Statement

2 a

Supplier and Process Evaluation Statement

We are committed to manufacture chromatography products with a defined standard for raw
materials and a highly specified manufacturing process which meet our requirements for quality
excellence. As your supplier of choice, we have applied a syslematic risk assessment 1o
analyze all sleps in our manulacturing process and exceed your expactations for quality.

Qur risk assessment uses a science-driven and risk-based approach to ensure product quality
and patient safety through comprehensive identification, evaluation and mitigation of the risks
associated with the listed raw materials and devices. To complele a comprahansive risk
assessment we ulilize our expertise in research and development, quality control, and
manufacturing as well as information from recognized scientific databases and our suppliers.

This updated Supplier and Process Evaluation is adding further value fo the fallowing product
specific statemenis:

BSE/TSE Risk Assessment

Allergen Risk Assessment

GMO Risk Assessment
Aflatoxin'Mycotoxin Risk Assessment
Melamine Risk Assessment

L —
Quality Services
This document has been produced elecironically and is valid without a signature.

Date: 17-Oct-2019
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4 Stability data
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Millipore.

Preparation, Separation,
Filtration & Testing Products

For additional information,
please visit

Emprove.de

We provide information and advice to our customers on application technologies and regulatory matters to
the best of our knowledge and ability, but without obligation or liability. Existing laws and regulations are to
be observed in all cases by our customers. This also applies in respect to any rights of third parties. Our
information and advice do not relieve our customers of their own responsibility for checking the suitability of
our products for the envisaged purpose.

© 2019 Merck KGaA, Darmstadt, Germany and/or its affiliates. All Rights Reserved. The vibrant M, Millipore
and Emprove are trademarks of Merck KGaA, Darmstadt, Germany or its affiliates. All other trademarks are
the property of their respective owners. Detailed information on trademarks is available via publicly accessible
resources.
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