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PRODUCT
SPECIFICATIONS

AND
CERTIFICATE OF ANALYSIS

Product Namc: ERGOTAMINE TARTRATE
Control No.: 72lll00l2l7 Ordcr No.: JU70087101

Clicnt Pecking Ordcr: 303198
Customcr Namc: DCS PHARMA AG

Quantity: 25.000 KG

Manufacturlng Sltc: Opava. Czcch Rcpubllc
Quality Market: EU&USA

Orlglnal Analysls Datc: Novcmbcr 2017

Last Analysls Datc: Novcmbcr 2017

Re Test datc: Octobcr 2022Manufacturing Datc: October 2017

Packaglng and storage: Prcscrvc ln tlght, llght-rcslstant containcrs at a tcmpcraturc from *2 oC to
*8oC.Primary packagc should bc maintaincd in polycthylcnc bag with
dcsiccant.

TESTS AND METIIODS SPECIFICATIONS RESULTS*

SV-721 ll()''0l, rcv.6 TESTS

Dcscrlption
Visual

Whitc to almost white crystalline powdcr Complics

Idcntity (IR)

EP, (2.2.24), EP ntonograph

The IR spcctrum of thc tcsted substancc cxhibits
maxima at thc samc wavelengths as that of thc
rcferencc standard obtaincd undcr thc samc conditions

Complics

pH valuc
EP, (2.2.3)

4.0 to 5.5 5.3

Rclatcd substenccs (HPLC)
AM-AQC-LCt278
Ergobtinc

8-hydroxyergotaminc
Ergotamininc
Any unspccificd impuritics
Totalimpurities

NMT 0.40 %
NMT 0.20 %
NMT 0.20 %
NMT 0.r0 %
NMT 0.60 %

0.26%

0.09%
0.t0%
0.05%
0.50%

Loss on drying
EP, (2.2.32)
AM-RD-OTO33

NMT 6.0 % 1.4%

Assay (TITR)
EP, (2,2.20)

98.0 to l0l .0 % calculated on dried substancs 99.7%
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PRODUCT
SPECIFICATIONS

AND
CERTIFICATE OF ANALYSIS

Product Namc: ERGOTAMINE TARTRATE
Control No.: 72lll00l2l7 Ordcr No.: JU70087101

Client Packing Order: 303198
Customer Namc: DCS PIIARMA AG

Quantity: 25.000 KG

Manufacturlng Sltc: Opava. Czcch Rcpubllc
QualityMsrket: EUR,USA

Orlglnal Analysls Datc: Novcmbcr 2017

Last Analysls Datc: November 2017

Rc Tcst datc: October 2022Manufiicturing Date: October 2017

Packaglng and storagc: Prcscrve in tlghtr llght-rcslstant contalncrs at a tcmpcraturc from *2 oC to
+SoC.Primary packagc should bc maintaincd in polycthylcnc bag with
dcsiccant.

TESTS AND METIIODS SPECIF'ICATIONS RESULTS*

SV-72lllC0l, rcv.6 TESTS

Organic rcsldual solvents
EP, (5.4)
AM-AQC-GCr025
acetone

toluene

mclhanol

NMT 5000 ppm
NMT 890 ppm
NMT 3000 ppm

Less than 20ppm

Lcss than 2Oppnr

l900ppm

SV-721110-12, rev.S TESTS

Dcscription

Visual

Colourless crystals or white to ycllowish-whitc,
crystallinc powder.

Complics

Idcntity HPLC

AM-AQC-LC026 or
AM-AQC.LCI278

Rctcntion timc of thc principal pcak in thc
chromatogram of the tcsted substance corresponds to
the retention time of the pcak in chromatogram of thc
referencc standard.

Complics
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CERTIFICATE OF ANALYSIS

Product Namc: ERGOTAMINE TARTRATE
Control No.: 72lll00l2l7 Ordcr No.: JU70087101

Clicnt Packing Order: 303t98
Customcr Namc: DCS PHARMA AG

Quantity: 25.000 KG

Manufacturlng Sltc: Opava. Czcch Rcpubllc
QualityMarket: EUR,USA

Orlglnal Analysls Datc: Novcmbcr 2017

Last Analysls Datc: Novembcr 2017

Re Tcst datc: Octobcr 2022Manufacturing Datc: Octobcr 2017

Packaglng and storagc: Prcscrvc ln tlght, llght-rcslstant contalncrs at a tcmpcraturc liom +2 oC to
*8oC.Primary packagc should bc maintaincd in polycthylcnc bag with
dcsiccant.

TESTS AND METHODS SPECIFICATIONS RESULTS*

SV-721 110-12, rcv.S TESTS

Rclated substances (HPLC)
AM\QC\LC026 or
AM-AQC-LCt278
Ergostine

8-hydroxyergotaminc
Ergolamininc
Any unspccified impuritics
Total impurities

NMT 0.40 %
NMT 0.30 %

NMT 0.20 %

NMT 0.r0 %
NMT I.O%

0.26%
0.09%
0.t0%
0.05%
0.5%

Spccific optical rotation
USP, <7815>

- I 65 to - I 55o calculated on ergotaminc basc -1630

Loss on drying
USP, <73 I>, AM.RD-OTO33

NMT 5.0 % 1.4%

Assay (TITR)
U S P, E rgot am i ne tartratc

97.0 to 100.5 % rccalculated on dricd substance 99.8%

Organic rcsldul solvcnts
usP <47 6>, AM\AQCIGC I 025
acctonc

tolucnc
mcthanol

NMT 5000 ppm

NMT 890 ppm
NMT 3000 ppm

Lcss than 2Opprrr

Lcss than 20ppm

l900ppm

CS0l, rcv.l TESTS
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Customcr Namc: DCS PHARMA AG

Quantity: 25.000 KG

Manufacturlng Sltc: Opava. Czcch Rcpubllc

ProductNamc: ERGOTAMINETARTRATE
Control No.: 72lll00l2l7 Ordcr No.: JU70087101

Client Packing Order: 303198

Manufacturing Date: Octobcr 2017

QualityMarket: EUR,USA

Orlglnal Analysis Datc: Novcmbcr 2017

Last Analysls Datc: Novcmbcr 2017

Rc Tcst datc: Octobcr 2022

Packaglng and storagc: Prcscrvc ln tlght, llght-rcslstant contalncrs at a tempcraturc from *2 oC to
*8oC.Primary packagc should bc maintaincd in polycthylcnc bag with
dcsiccant.

TESTS AN,D METITODS SPECIFICATIONS RESULTS*

CS0l, rcv.l TESTS

Partlcle sizc (laser)
AM-AQC-OTt0t2
Dl0
D50
D90

NMT 5 um

NMT l5 um
40 um

3um
l0um
2lum

Rcmarks:
I . Conforns to thc requircmcnts of thc SV-72 I I l0-01, rev.6 and SV-721 I 10-12, rcv.5 and CSOl , rcv. I

Spccifications.
2. Conforms to thc current EP monograph and thc In house tests.

3. Conforms to thc currcnt USP monograph.
4. Thc following residual solvents Class l, as defined in ths ICH Q3C, bcnzcne, carbon tctrachloridc,

1,2-Dichloroethanc, l,l-Dichlorocthcnc and l,l,l- Trichloroethane are not present in the Active Pharmaccutical
ingrcdicnt.

5. Thc product mecls thc rcquircmcnts for residual solvcnts according to thc current USP <467>, PhEur Chapter 5.4
and ICH Q3C

6. The product has bccn produccd and controllcd in compliance with GMP rules and valid documentation. Tcsted
pararneters comply with the approved specification.

7. We dcclarc that thc batch was produccd according to the currcntly valid RI-CEP 2007-328-Rev 02,

Manufacturing site : Ostravska 291305,74770, Opava - Komarov, Czcch Republic TEL. +420 553 64 I I I I
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PRODUCT
SPECIFICATIONS

AND
CERTIFICATE OF ANALYSIS

Product Namc: ERGOTAMINE TARTRATE
Control No.: 72lll00l2l7 Order No.: JU70087101

Clicnt Packing Ordcr: 303198
Customcr Namc: DCS PIIARMA AG

Quantlty: 25.000 KG

Manufacturlng Sltc: Opava. Czcch Rcpublic
Quality Markct: EUR,USA

Orlglnal Analysls Datc: Novcmbcr 2017

Last Analysls Datc: Novcmbcr 2017

Rc Tcst datc: Octob cr 2022Manufacturlng Date: October 2017

Packaglng and storage: Prcscrvc ln tlght, llght-rcslstant contalncrs at a tcmpcraturc liom t2 oC to
*8oC.Prlmary packagc should bc maintaincd in polycthylcnc bag with
dcsiccent.

Releascd by Quallty Control Manager:

Bohumir Biba

Signature**: PP\JaroslavHanzsl

Prlnt Date: 21 November 2017

2l Novcmbcr 2017 10:42:45

QA Approval; Branko Balla

TEVA czEcH INDUSIRIES s.R.o., ostravska 291305.747 70 oPAvA-KoMARov, czEcH REPUBLIC

(*) Upon completion of the 'Rcsults' column this document becomcs a ccrtificatc of analysis End o f C.O.A.
(**) This document was signcd electronically and this is the manifestation of thc eleclronic signature.
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