ADMINISTRATION

72 Y U.S. FOOD & DRUG

MEMORANDUM

Date: June 11, 2024
From: Mona Badawy
Regulatory Project Manager
RPM, Division of Review Management and Regulatory Review 2

Through:  Edward Thompson
Branch Chief, Division of Review Management and Regulatory Review 2

To: BLA125810/0

Action Due Date: June 29, 2024

Applicant: Biotest AG

Product: Immune Globulin Intravenous (Human)

Subject: Review of Biotest AG’s Package (Carton) Labels, Container Labels,
National Drug Code (NDC), Associate Bar Codes, and Product Identifiers

Materials Reviewed (as Applicable):

Material | Receipt Date | Amendment# | NDC numbers Strength
Package | June 30, 2023 | BLA 125810/0 | 83372-605-01 50 mL
(Carton) 83372-605-11 100 mL

83372-605-21 200 mL

Container | June 30, 2023 | BLA 125810/0 | 83372-605-02 50 mL
83372-605-12 100 mL
83372-605-22 200 mL

The applicant submitted:

__X___ Original Application

Changes Being-Effected (CBE)- labeling supplement
Prior Approval Supplement (PAS)

Major Amendment

Product Correspondence for License

Annual Report
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Background:

Biotest AG submitted BLA 125810/0 on June 30, 2023 for immune globulin intravenous,
human - dira, 10% liquid indicated for the treatment of primary humoral
immunodeficiency (PI) in patients 2 years of age or older.

Review and Communications:
The review of this product’s NDC did not reveal significant issues.

Dosage/Package Level NDC

50 mL/Carton 83372-605-01
100 mL/Carton 83372-605-11
200 mL/ Carton 83372-605-21
50mL/ Container 83372-605-02
100 mL/ Container 83372-605-12
200 mL/ Container 83372-605-22

Recommendations:
This original submission can be approved regarding the NDC assignment.
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NDC 83372-605-01

Manufactured by.

Bigtest AG

63303 Dreieich, Cermany
US License No. s )

Dristributed by:
company name]
address line ‘_}
address line 2

=

rk. No: 605 0501093

S Biotest

Immune Globulin
Intravenous,
Human - dira,
10% Liquid

Yimmugo®

See package insert for dosage and
administration instructions.

Each milliliter (mL} contains
approximately 100 mg of protein,
not less than }h) @sf which is
immunaoglobulin, and approsi-
mately (B)i(@)izlycine and up to
20 mcg palysorbate 80,

Na preservatives
Sterile, Mon-pyrogenic

MDC 83372-605-01
Immune Globulin
Intravenous,
Human - dira,
10% Liquid
Yimmugo®

Solution for intravenous
administration

Rxonly
« @

Single-dose vial ..

&4 Biotest

BGS5.

all colors | illustration 100.0% | pesition of the label: end of the lines ahead >
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An illustration of Applicant’s INITIAL Carton and Container label (50 mL)
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Immune Globulin
Intravenous,
Human - dira,
10% Liquid

Yimmugo®

Do not use if turbid.
Once vial is entered, use promptiy.
Discard unused portion.

Keep the vial in the carton to
protect from light.

Refrigerate between 2°C to 8°C

36°F to 467F), AND product may
be stored at < 25°C [< 77F) for up
to & months anytime prior to the
expiration date, after which the
product must be immediately used
ordiscarded. Do not freeze.

Date removed from refrigeration:



An illustration of Applicant’s INITIAL Carton and Container label (100 mL)
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NDC B3372-605-11 NDCE3372-605-11
Manufactred by Immune Globulin ~ Immune Globulin = Immune Globulin
0 .G Intravenous, Intravenous, Intravenous,
Human - dira, Human - dira, Human - dira,
10% Liquid 10% Liquid 10% Liquid
Yimmugo® Yimmugo® Yimmugo®
s wg/ Do
: : 100mL S
R xS
§ "83372-605-11 1 w®9® _,
3
Art. No: 605 100 093
Te

Single-dose vial @

E—

SBiotest S Biotest

all colors | illustration 100.0% | position of the label: end of the lines ahead =
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NDC B3372-605-21

Manufactured by:

Eiotest AG

63303 Dveigich, Germany
US License No. xxxx

Distributed by.
[company name]
address line 1
address |

W

Art. No: 605 200 093

& Biotest

Immune Globulin
Intravenous,
Human - dira,

10% Liquid

= &
Yimmugo
See package insert for dosage and
adminkstration instructions.
Each -ml.ul-telr [m) contains
approximately 100 mg of protein,
not less mlan (b}(:"}:faﬁh-ch is
immunpglobulin and approxi-
mately (B)(@)zlycine and up to
20 micg polysorbate B0,

No preservatives
Sterile, Non-pyragenic

20 g/200 mL

NDC B3372-605-21
Immune Globulin
Intravenous,
Human - dira,
10% Liquid

H L]
Yimmugo T
200 mL

Solution for
intravenous
administration

Rx only

Single-dose vial @&

&S Biotest

5

JINRAINT

all colors | illustration 100.0% | position of the label: end of the lines ahead =
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An illustration of Applicant’s INITIAL Carton and Container label (200 mL)

183 013001

Immune Globulin
Intravenous,
Human - dira,
10% Liquid

Yimmugo®

Do not use if turbid.
Once vial is entered, use pramptly.
Discard unused portion.

Keep tﬂe_ vial in the carton to
protect from light.

Refrigerate between 2°C to 8°C
(36'F to 46°F), AND product may

e stored at € 25°C (€ 77°F) for up
to & months anytime prior to the
expiration date, after which the
product must be iImmediately used
or discarded. Do not freeze.

Date remaowed from refrigeration:



Mona Badawy June 11, 2024

RPM Date
Edward Thompson June 11, 2024
Branch Chief Date
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