Jlocomun K’¢3i

K €31 PAPMACIOTIKEJI3 'MBX
ByJi. ['ouzararacce 16/16

1010 Binens, ABcTpis

Ten.: +43 140739 19 -0
www.chiesi-cee.com

Ceprudikar anajizy
EHBAPCYC (Takponimyc) 4 mMr

Homep cepii K’e3i: 7616003A
Jara supoGuuursa: 04/2024
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Cepis BupoGuuka: 7616003
Tepmin npuaarHocti: 10/2026
Bupo6uuk: Porrenaopd Gapma I'mo6X

Bunpobysanusa Cneyudbixayis Pesynomamu
Onuc OBanbHi, Big Ginoro go maixe 6171010 KONLOPY Binnosinae

TabneTky. 3 rpasitoBaHHsIM «4» Ha ofHOMY Goui Ta
«TCS» Ha iHwomy boui.

(BEPX)

[nenTudikawis 3a Yac yrpuMyBaHHS 3pa3ka Binosigae yacy Bianosigae
YyacoM YTPHMYBaHHS | YTpUMYBaHHs peepeHTHOro cTauaapTy

METOA0OM

[nentudikauis Yepsono-¢ionerore 3abapBlieHHs 3’ ABIAETECS B Bianosinae
KOJIOPUMETPUUYHMM | pe3ynbTaTi peakuii 3 1,3-auHiTpobensonom

KiapkicHe
BU3HAYEHHS
(BEPX):
Takponimyc (% Big |>96,01 <105,0 %
3a4BJIeHOT KiIBKOCTI
Takposnimycy)

Byrunrigpokcuron |[> 801 <120 %
(% nonaHoro
OyTHITI IPOKCHTONY
ony)

98,1 %

101 %

BwmicT Boau <5,0 % (M/m)

2,4 % (M/m)

CynyTHi pe4OBUHH

ta gomiku (BEPX)
Cs-enimep aieH <0,5%
Cs-enimep <0,5%
Hien <0,5%
Perioizomep <0,5%
byap-aka
neinentudikosana |<0,2 %
JoMillTKa
Cyma oMiLIok <3,0%

0,0
0,0
0,0
0,0

0,0

0,0

OnHopigHicTh Bianosinae @. CILIA
[030BaHUX OJHHULIb
(BEPX)

<905> ta €sp. ©. 2.9.40 Binnosinae

PosyuHenHs
Taxponimyca
(BEPX):

Peccrpaniituuii Homep kommadii FN 82710h
Toconapebkuit cyn Bimas
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CERTIFICATE OF RELEASE

Product Envarsus 4mg, 30 Tbl., AT/HU
Code A2447001AH

Bulk Batch: 7616003

Batch Number: 7616003A

Unit released: 6.996 NR

Date of manufacturing: 04/2024

Expiration date: 10/2026

Name of the destination Austria - Hungary

countries:

| hereby certify that all the manufacturing stages of this batch of finished product have been carried out
in full compliance with the GMP requirements of the EU and applicable laws of the territory of final
destination and with the requirements of the Marketing Authorisation(s) of the destination
country/countries.

Deviations:

Deviation Nr. 263184 - Classification: Major

Attachments: -

Comment: i Chiesi Pharmaceuticals GmbH
A-1010 Wien, Gonzagagasse 16/16
Tel. +43/1/407 3919-0

Electronic Signature

Signed by: Georg Schmidt
Decision: Released by the Qualified Person
Decision Date: 12.09.2024 17:20:33

Each electronic signature above is equivalent to an handwritten signature since the computer system
managing the electronic document fully complies with the international rules (i.e. FDA 21CFR Part11, EU
Annex11) concerning Electronic Records and Electronic Signatures Management.

Chiesi Pharmaceuticals GmbH

Gonzagagasse 16/16 Firmenbuchnr. FN 82710h
1010 Wien, Austria Handelsgericht Wien

Tel.: +43 1407 3919-0 UID ATU 37084005
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CERTIFICATE OF ANALYSIS
Envarsus® (Tacrolimus) 4 mg

CHIESI PHARMACEUTICALS GMBH
Gonzagagasse 16/16

1010 Wien, Austria

Tel.: +43 1407 3919-0
www.chiesi-cee.com

Chiesi Lot. No.: 7616003A Manyf. Lot: 7616003
Manufacturer’s Date: 04/2024 Exp. Date: 1072026
Batch Releaser: Chiesi Pharmaceuticals GmbH Manufacturer: Rottendorf Pharma GmbH
Jest Specification Result
Appearance: White to almost-white, oval shaped tablets, Complies
Dehossed on one side “4” and "TCS" on the other.
Identification by Retention Sample retention time is concordant with Complies
Time reference standard retention time
(HPLC)
ldentification oy colorimetric | A red purple color develops by reaction with 1,3~ Complies
test dinitrobenzene
Assay (HPLO):
Tacrolimus (% of labelled NLT 96,0% and NMT 105,0% 98,1 %
Tacrolimus)
BHT (% of added BHT) NLT 80,0% and NMT 120,0% 101 %

Water content

NMT 5,0 % (w/w)

2,4 % (w/w)

Related substances and

impyrities

(HPLC)

C4a-epimer diene NMT 0,5% 0,0
C8-epimer NMT 0,5% 0,0
Diene NMT 0,5% 0,0
Regioisomer NMT 0,5% 0,0
Single unknown impurities NMT 0,2% 0,0

Total impurities NMT 3,0% 0,0
Uniformity of dosage units Complies with USP <905> and Ph.Eur. 2.9.40 Complies
(HPLC)

Dissolution of Tacrolimus

(HPLC):

After 2 V2 hours NLT 5% and NMT 25% 13

After 6 2 hours NLT 40% and NMT 60% 52

After 12 hours NLT 80% 97
Microbiological Quality; '

Total Aerobic Microbiat Count | NMT 1000 cfu/g <100
Total Yeasts/Moulds Count NMT 100 cfu/g <40
Staphylococcus aureus Absent in 19 Complies
Escherichia coli Absent in 1g Complies
Pseudomonas aeruginosa Absent in 19 Complies
Salometlae spp. Absent in 10g Complies
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REleased by

Date

Mag. pharm. Georg E. Schmidt, Qualified Person

Firmenbuchnummer FN 82710h

Handelsgericht Wien

CoA_EV3X_04_2019-08-19

UID ATU 37094005
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Jlozomun K’e3i

CEPTH®IKAT BHITYCKY
[TponykrT: EHBAPCYC 4 wmr, 30 tabnetox, AT/HU
Kon: A2447001AH
Cepis HEepo3dacoBaHOl
IIPOIYKITT: 7616003
Homep cepii: 7616003A
JIibHULS BUITYCTHIIA: B KisbKocTi 6996
Jlata BUpOOHHIITBA: 04/2024
TepMiH IpUAATHOCTI: 10/2026
Ha3ga xpaid npusHayeHHs: ABcTpis — Yropuysa

L{um 3acBimuyro, mo Bei cTaii BUpOGHMITBA L€l cepil rOTOBOTO MPOAYKTY Oy 3IiKCHEH] y
[oBHIH BimmosigHoCTI K0 BMor GMP €C Ta YMHHOTO 3aKOHOABCTBA TEPUTOPII KIHIIEBOTO
TIPH3HAYEHHS, A TAKOXK JI0 BUMOT PEECTPalliitHOro MOCBi A4eHH KpaiHu (xpaiH) mpu3HA4YEHHS.

BigxuneHHs:
Bingxunenss Ne 263184 - Kiacudikaris: 3Hauni

Bxnanenss: -
Komenrapi: - /mewamka/

EnexTpoHHHH MiAMHC

[Tignucano: T'eopr LImiar
PitenHs: BUITYLIEHO YToBHOBaXeHOI0 OC060t0
Jlara mpuHAHSTTS PILIEHHS: 12.09.2024 17:20:33

KoxeH elIeKTPOHHHH TIiITKC, HAaBECHHUH BHIIE, € CKBIBAJICHTHAM BJIACHOPYHOMY i iTHUCY,
OCKLIBKH KOMII'IOTEPHA CHCTEMA, KEPYIOUH eJICKTPOHHUM JOKYMCHTOM, HOBHICTIO BiJNOBINA€
MDKHApOIHHM npamwiaM (To6To, Yactura 11 Posziny 21 Konexcy ¢enepanbHUX HOPMATHBHUX
aktiB (CFR) VirpaBiiHHs 3 KOHTPOJIO SKOCTI XapYOBHX TIpodyKTiB 1 nikapepkux 3aco6is CLLIA
(FDA), Tomarok 11 €C) 110410 ynpapiHHs eJIeKTPOHHAMH JIOKYMEHTaMH Ta CICKTPOHHIMH
IATMCaMH.

K’e3i ®apmac’orikens ['M6X Peectpauiituuii Homep kommanii FN 82710
By/. Tonsararacce 16/16 locnonapcbkuil cyn Binns
1010 Binens, ABcTpis InenTudikauiiinuit Homep 37094005

Ten.: +43 140739 -0






