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NAME AND TITLE OF INDIVIDUAL TO WHOM REPORT IS ISSUED

TO: Michael Isele, Managing Director

FIRM NAME STREET ADDRESS

Wasserburg Ameimittelwek GmbH (Recipharm) Herderstrasse 2
CITY, STATE AND ZIP CODE TYPE OF ESTABLISHMENT INSPECTED
Wasserburg a. Inn, Germany 83512 Drug Product Manufacturer

THIS DOCUMENT LISTS OBSERVATIONS MADE BY THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OF YOUR FACILITY. THEY ARE INSPECTIONAL
OBSERVATIONS; AND DO NOT REPRESENT A FINAL AGENCY DETERMINATION REGARDING YOUR COMPLIANCE. IF YOU HAVE AN OBJECTION REGARDING AN
OBSERVATION, OR HAVE IMPLEMENTED, OR PLAN TO IMPLEMENT CORRECTIVE ACTION IN RESPONSE TO AN OBSERVATION, YOU MAY DISCUSS THE
OBJECTION OR ACTION WITH THE FDA REPRESENTATIVE(S) DURING THE INSPECTION OR SUBMIT THIS INFORMATION TO FDA AT THE ADDRESS ABOVE. IF

YOU HAVE ANY QUESTIONS, PLEASE CONTACT FDA AT THE PHONE NUMBER AND ADDRESS ABOVE.

DURING AN INSPECTION OF YOUR FIRM (1) (WE) OBSERVED:

1. Standard Operating Procedures are not followed or are not adequate in the description of operations.

Specifically,

A. On Tuesday, February 8, 2022, during filling activities in Bldg. 'Production Arei Filling Line !(Rm.
I-the gloves in front of the were used ambidextrously. Following the fill, during
environmental monitoring activities, these gloves were only monitored on one side of the gloves. The
SOP's do not direct the sampling of th gloves for both sides when the glove 1s used in production activities
ambidextrously. SOP A-008814, ver. 14.0, effective date April 23, 2021, Monitoring/Mikrobiologie:
Bemusterung von Oberflachen, and SOP A-008921, ver. 21, Attachment 7.1.3, effective date January 19, 2018,
Monitoring/Mikrobioligie: Oberflichenkeimzahl-Gerite, Maschinen und Raume, describes the procedure and
locations for environmental monitoring in Grade A area, that includes the monitoring of - gloves, do not

describe ambidextrous monitoring o gloves.

B. On Tuesday, February 8, 2022, in Bldg. I Production Arei Filling Line .Rm - during the set up
activities for filling, - wipes were used to wipe down materials prior to placing them in the (e.g.
During the sanitization of these - the- wipes were never folded after each wipe stroke
and the soiled side of the wipe was further used. The Senior Manager of Compliance stated that folding o
wipes 1s not described in any of SOPs regarding sanitizing objects prior to placing them into th

during set up
vials to the

C. On Tuesday, February 8, 2022, in Bldg. lProduction Area IFilling Line !(Rm.
activities of the filling line, EM plates were placed in the transfer area that feeds the
When the operator opening the mto Grade B, the Grade A side of the was not
sanitized prior to closing. SOP A 064805, ver. 05, November 24, 2021, Vorbereitung und Durchfiihrung von
mikrobiologischen Umgebungskontrollen bei Abfiillung au- does not describe sanitization of the-
prior to closing back into Grade A after it has been opened into Grade B.
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D. On Monday, February 7, 2022, in Bldg. gRoom ®® on area used to store quarantine and released API,

development bottles of ®® Which were not quarantine or release GMP API, were noted in one of the
Quarantine/Released freezers. The Sr. Manager Regulatory Affairs stated that an SOP for handling of non-GMP

material is not currently available.

E. On Tuesday, February 8, 2022, in Bldg. @ Production Area @y Filling Line 8(Rm. B during fill operations,
two process waste bottles used during filling, one inside the 9 and one outside of the were

noted as "not labeled." Additionally, on Thursday February 10, 2022, a cart with multiple @@ on it was
noted in the Production Areag Grade D corridor. Neither the ®® o1 the cart were labeled for status. SOP
A 0096, ver. 12, September 1, 2020, Remnung, Geriite fiir Ansatz und Abfiillung, is deficient in describing the

labeling of these items.

F. On Thursday, February 8, 2022, a Grade D operator was observed in O Rm. @9 and was

standing on the Grade C (Compounding Rm.) side of the ®® This room has no demarcation line or way to
separate Grade D and Grade C operators. SOP 022403, ver. 3.0, effective date April 5, 2017, Umwandlung von
Geriten, Behiltern und Rohstoffgebinden: Zonenwechsel von D (Produktionsbereich) nach C (Ansatzraum) is
deficient in describing the segregation of Grade C and Grade D operators in this area.
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