JAEKJIAPAIIS O COOTBETCTBHA

NEKJAPAHT, IPHHAMAIOIIHH JEKJAPAITHIO O COOTBETCTBHH

AO "Canogu Poccus”

Ceedenusn o pezucmpayuu opeanusayuu; Mexcpailonnas uncnexyus Pedepanbroii Hanoz06oi cayaicbvt Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739079940, dama npuceoenun OI'PH 19.08.2002.

Adpec: 125009, 2. Mockea, yn. Teepckas, 0. 22. Tenedor/paxc: 8 (495) 721-14-00/721-14-11

B nuye: I'enepanvuviii dupexmop Mouie O.A.

JHoeepennoe nuyo: Cmenanoe C.C., oosepennocmb 6/n om 01.12.2017

3ASIBIISIET, UTO

nexapemeennoe cpedcmeo: Dunanzens, zens O3 napyocnozo npumenenun 0.5% 35 2, mybu anomunueevie (1),
nauxu xapmounvie, PY Ne I1 N016210/01 om 15.02.2010 (0ama 3amenvi 01.08.2017) swidano AO "Carnogpu
Poccun", cepusn IC6860, napmus 26065 ynaxoeox, zoden oo 01.03.2022, npouzeodcmea C.I1.M.
KRoumpaxm®apma I'm6X u Ko. KT, lepmanun, C.P.M. ContractPharma GmbH & Co. KG, 83620 Feldkirchen-
Westerham, Fruhlingstr: 7, Germany , xod OKITJ2 21.20.10.224, ko0 TH B3] 3004900002, xonmpaxm Ne
250/40056192/F-2 om 20.10.2010, uneotic Ne 9085336886 om 14.06.2019

COOTBETCTBYET TPEEOBAHHUAM

ITNO16210/01-281114 usm. Ne 1

JEKJIAPAITAA IIPUHATA HA OCHOBAHUH

| npomoxon ucnuimanuii Ne 17730 om 24.06.2019 HJT 000 HL] "®APMOB OPOHA", ammecmam

i axxpedumayuu POCC RU.0001.21 ®J140, Cepmughuxam POCC DE.@M08.C43543 om 05.07.2019

ATHS JEKJIAPAXIAH 05.07.2019
'3% ST XENCTBUTENLHA JO 01.03.2022

Crenanos C.C,
b O.HU.0

CBEJIEHWSA O PETUCTPAITAA

OPI'AH NO CEPTH®HKAIINH, 3APETHCTPHPOBABIN A JEKJTAPAITUIO

RA.RU.11®M08 OPTAH IT0O CEPTHOHKALIHHA ITPONYKLIHH OBILJECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yr. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opearna no
cepmucpuxayuu: 115280, POCCHA, 20po0 Mockea, yr. Macmepxoaa, 0. 4, am. 5., men.:(493)788-02-88, eeb-
catim: oyxx.pg.

JEKJAPAIIAA O COOTBETCTBHH JAPETHCTPHPOBAHA AN POCC RU [[-DE.®M08.4.29296/19

Hunerxo H.B.
Pyxkosoaurens OC




CEPTH®HUKAT COOTBETCTBUA

HaumeHoBanue 1 aapec npou3BoACTBEHHOM
NNOLIAAKH:

«C.ILM. Kontpakr®apma I'm6X n Ko. KI'»
(C.P.M. ContractPharma GmbH & Co. KG)
I'epmannsa D-83620 ®enpaxupxen-BecTepxam,
Oproanurcmrpacce, 7 (Friihlingstrasse 7

D-83620 Feldkirchen-Westerham - Germany)
Homep pazpemennsa: DE_BY 04 MIA_2015_0054
Homep cepradnkara GMP:
DE_BY_04_GMP_2016_0222

HaAaHMEHOBaAHHE NMPOAYKIHHA

Punanrens 0,5%, 35 r, Poccun

PCID

78060

ﬂO3HpOBKa/aKTHBHOCTb Ha €AHHHLY N03bl

5 Mr nupokcHkama B 1 r rens

Ctpana-umnoptep Poccusa

cepus Ne 1C6860

Homep pervcTpauHoHHOro yaoCcTOBEpeHUS Poccua PN 016210/01
CEpHA NPOAYKUHH aHTPO (BHYTPEHHAA) 1853900001

cepHs NpOAYKUMH (BHYTPEHHAA) 1853900001
KonuuecTBo ynakosok 26 065

AaTa POH3BOJACTBA 18.03.2019

Cpok rogHocTH 03.2022

[TpombiLneHHbIH pernaMeHT Ha NMPOH3BOACTBO

HV 16/20658/02

TexHHYeCKHE YCIOBHA Ha NPOBEASHHE
HCTIBITAHHH

PV 15/01009/02

Homep matepnana (BHyTpeHHHiT) 0-01009-00
Bix-kon -
[epBuunas ynakoska Ty6a

Hactosamum noataepikaato, UTo NPEACTABNEHHAA BhILIE HHGOPMALMA ABJISETCA JOCTOBepHOH ¢ TouHoMH. auuHas
cepua MpoAyKuHH Oblna NpoH3BEAEHA, BIUTIOYAR YIAKOBKY/MAaPKHPOBKY H KOHTPOJL KAayecTsa, Ha
MpOH3BOACTBEHHON(BIX) NNolAaAKe(aX), YKa3aHHOM(bIX) BRILE, C MOJHLIM cobGriogeHHeM TpeGosanuii Hapnexaweii
npoussoacTeeHHoMH NpakTuky (GMP) TeppHTOPHANEHOTO PEryasTOPHOTO OpraHa, a Takke cneundHkauuii
PerucTpaMOHHOIO YIOCTOBEPEHHSA CTPAHRBI-HMNIOPTEPA. BEIHM NpOBEpEHb] NPOTOKOAB MPOH3BOACTEA, YIAKOBKH H
aHAN|3a Cepuy, YCTAHOBACHO UX COOTBETCTBHE TpeGoBaHUuaM Hamnexaweil npoussoacTeenHoli npaktuku (GMP).

Paapemeﬂo ANA NpoaaxH:

OtrnoHeHui Het

aa [x] Het [ ]

O Otknonenua (0TYeT 06 OTKIOHEHHAX MpUaraeTcs)

INpumeyanue:

Dr Uwe Reimrs Moanuce/

VYNonHOMOYEHHOE JIHLIO: IMoamnce Hata 13.05.2019
Unenst «Adxosa ['pyn» (Aenova Group)

«C.[.M.» (C.P.M.) * «[IpareHodapm» (Dragenopharm} « «3 day IT3» (EVP) » «Xaynt ®apma» (Haupt 112

Pharma} * «Csncc Kaner» (Swiss Caps) ¢ «CenecKo» (SwissCo) * «Temmnep» (Temmler)




Tlokazatens
Onucanue

pH

ITnoTHOCTL

Baskocte d=100/cek.

[MoamTHHHOCTD:
MHPOKCHKAM

IMognHHHOCTE:
MUPOKCHKaM

[MoanuuHoCTE: HaTpHs
AUCynbdUT

[ToanuuuOCTD:
NPOMUAEHI MTHKONb

IMoanunuHocTe:
H30NPOMUAOBLIHA CIHPT

KonuyecTseHHoe
ornpejieNieHHe:
MUPOKCHKAM

Meronnka
BH3YANbHBIH
KOHTPOJIb

Epp. ®apwm.,
neficTs.
penakuus, 2.2.3

H3MEpECHUC
NJIOTHOCTH

Esp. ®apm.,
ACHCTB.
peaakuus,
22.10

Eep. dapm.,
AeicTB.
peaakuus,
2.2.29, BOXX

Egp. @apm.,
neicTs.
penakum,
2227, TCX

THTPOBAHHE

Egp. ®apm.,
nefcTs.
penakuus,
2228

Eep. ®apwm.,
neiicTs.
penakuus,
2.2.28

Epp. ®Dapm.,
HelcTB.
penaxKups,

Unens «Asnosa [pyn» (Aenova Group)

Hopma
NpO3payvHbId UITH
clerka

onalecuUpyIOIHH

reJib CBETNIO-

JKECITOro NBETa Co

cabBIM 3amaxoM
H30NPONHIIOBOrO
cnupra
7,8 -85

0,980 — 1,030 r/mn

1500 - 3000 mIIac

MONOXKUTENBHbBIN
pe3ynbTaT

MONOKHTENbHBIH
pe3yabTaT

MONOKHTENbHbIH
pe3ynbTat

MOMOKHTENbHBIH
pe3yneTaT

NMOJOXKHUTENBHbI
pe3y/IbTaT

4,75 - 5,25 mr/r

acnova

PesynpTat Herounnak
cootBeTcTBYeT CPM
8,3 CPM
1,020 r/mn CPM
2.653 mllac CPM
nonoxuTenpHblii CPM
pe3ynsTaT
nonoxurenelsiii CPM
pesynbTar
nonoxurensHeii  CPM
pe3yabTar
nonoxurensHeiii GBA
pe3yabTat
nontoskHrensHelii GBA
pe3yasTaT

4,99 mr/r CPM

«C.ILM.» (C.P.M.} * «Jlparenodapm» (Dragenopharm) ¢ «3 day [Ta» (EVP) * «XaynTt ®apma» (Haupt
Pharma) * «Ceucc Kanc» (Swiss Caps) = «CenccKo» (SwissCo) * «Temmuep» (Temmler)



«CILM. Konrpakt®@apma I'm06X u Ko. KI'»

(C.P.M. ContractPharma GmbH & Co. KG)

CepTudukar anaanza

L aenova

Cratbs: 0-01009-00 Meronuka PV15/01009/02
HCIIBITAHUA:
@unanrens 0,5% 35 r Poccusn
Cepus: BH. cepus: Ba. cepus npoayKIMH aHTpo:
1C6860 18539100001 1853900001
Harta npou3soacTaa: Cpoxk rogHocTH: Pa3mep cepun:
18.03.2019 03.2022 1000 xr
ITokasatens Meroavka Hopma PesynbTar Herounnk
2.2.29, BOXX
KonuuecTeeHHoe THTPOBaHUE 0.9 -1,1 mr/r 0,9 mMr/r CPM
ofipe/ie/ieHue; HaTPHA
AUCynbOUT
KonuuecTpeHHoOe Esp. Papm., 135,0 - 165,0 mrfr 147.8 mr/r GBA
onpeneneHue: neHcTs.
IPONHNIEHTTIMKONb peaaKLua,
2.2.28
KoauuecTeeHHoe Eep. ®apm., 45,0 - 55,0 mr/r 49,0 mr/r GBA
onpeaeneHue: AeiicTe.
M30MPOTIMAOBLIIA CrupT penaxuua,
2.2.28
Yucrora: 2- Eep. ®apm., He 6onee 0,2% H/o CPM
AMHHOMHPUIUH JEHCTB.
penakums,
2.2.29, BOXX
YucroTa: eqnHnyHan Eep. ®apwm., He Gonee 0,2% < 0,05% CPM
HEMAEHTHDHUHPOBAHHAA  AEHCTR.
MpUMeECh penakuus,
2.2.29, BOXX
YucroTa: cymma Epp. ®apm., He Oonee 0,5% < 0,05% CPM
HEHIEHTH(HHLUHMPOBAHHBIX AEHCTB,
npumecei pemaKkums,
2.2.29, BOXX
YncroTta: cymma Egp. ®apm., He Gonee 0,5% < 0,05% CPM
npumeceii AEHCTB.
pemakuus,
2.2.29, B3XX
Mukpobnonorryeckasn Esp. ®apm., He Gonee 10 KOE/r  w/n L+8
4HcTOTa: Obllee YHCTO JCHCTB.

a3pobHEBIX

Cepruduxar 0000222218

penakius, 5.1.4,

Hameuatano: 13.05.2019

Crpanuua 2 u3 3




«CILM. Kourpakr®apma ['M6X u Ko. KI'»
(C.P.M. ContractPharma GmbH & Co. KG)

Cepruduxar anaaunia

Cratpa: 0-01009-00 MeTtoauka
HCHBITAHHA:
Ounaarean 0,5% 35 r Poceun

PV15/01009/02

Cepus: BH. cepus: BH. cepus nmpoxyKIMH aHrpo:
1C6860 18539100001 1853900001
Hara npoun3seoacrea: CpoK roiHOCTH: Pa3mep cepuu:
18.03.2019 03.2022 1000 kr
[Tokazarens Meronuka HopMma PesymbTar Hcrounnk
MHKPOOPraHHW3MOB 2.6.12
Mukpobuonoruyeckas Epp. ®apwm., He Sonee 10 KOE/r Hn L+S
4ucTOTa: ofLlee YHCno JEHCTR.
APOAIKEBBIX H penaxuus, 5.1.4,
IIECHEBLIX rpuboB 26.12
Mukpobuonornueckas Eep. ®apwm., He O0HapyxuBaeTca  H/nl L+S
YHCTOTA: 8. aureus NeHcTB. Blr

penakuus, 5.1.4,

2.6.13
Mukpobuonoruueckas Esp. ®apm., He oOHapyuBaeTca  H/n L+S
udcrota: Ps. aeruginosa  [eiicTB. Blr

penakups, 3.1.4,

26.13
Macca conepkumoro B3BELUHBaHHE He MeHee 35 1 37.36T. CPM
Macca coaepkuMoro B3BELIHBAHHE He mMeHee 50 r H/n CPM
Pasmep cepuu 1000 xr

[Ipumeyanme:

Hacrosauwmii AOKYMEHT OB COCTABAEH B JMCKTPOHHOM BHOE H DeHcTBUTENEH €3 noAnKHcH.

Cepruduxar 0000222218 HarneyataHo: 13.05.2019

Crpanuua 3 u3 3



CERTIFICATE OF CONFORMANCE

Name and address of the manufacturing site:

C.P.M. ContractPharma GmbH & Co. KG
Frahlingstrasse 7

D-83620 Feldkirchen-Westaerham = Germany
Authorization Number: DE_BY_04_MIA_2015_0054
GMP-Certificate Number: DE_BY_04 GMP_2013 0222

product name Finalge! 0,5 % 35 g RuRland
PCID 78060
Strength/Potency par unit dose Smg Piroxicam/1g Gel
importing country RuBland

batch no 1C8860

Markating Authorization Numbar RuBtand PN 016210/01
buik batch (internal} 1853900001

product batch (internal) 1853910001

No. of packages 26 065

date of manufacture 18.03.2019

Expiry date 03 2022

Manufacturing Specification HV 18/20858/02
Testing Specification PV 15/01000/02
Materlal number (internal) 0-01008-00

Blx-Code -

Primary packaging tube

d€rnova

I hereby certify that the abave information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeliing and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the local Regulatory
Authority and with the specifications In the Marketing Authorisation of the importing country. The batch processing, packaging and ahalysis
reconds were reviewed and found to ba in compliance with GMP.

é« deviation

O Devlation (deviation report Is enclosed)

Release for sale; yes [x] no{ ]

Remarks:

Dr. Uwe Reimers
Qualified parson: Signature:

/ Date: /{3 . & A 49

Members of the Acrova Group

C.PM. » Dragenopharm + EVP = Hat.n}:.)tﬂl."ﬁ;;ma + Swiss Caps * Swié-s-aﬁ-; '.F.e.mmler

171




C.P.M. ContractPharma GmbH & Co. KG
aenova

Certificate of analysis

[Article: 0-01009-00 Test procedure:  PV15/01009/02

Final Gel 0,5% 35g RuBiland

Lot T int. Batch: int. batch of bulk:

IC6860 1853910001 1853900001

Date of Manufacture: Expiry date: Batch size:

| 18.03.2019 03 2022 1000 kg ]

Appearance wisual transparent or slightly complies
opatescent, ight yellow gel
:might isopropyl alcohol

e A A R L R Y
Identity Iscpropyl alcohol  Ph, Eur., cument  positive
issue, 2.2.28

msue, 2.2.28

¥ e

Purity Each unknown Ph. Eur., currenl  max, 0,2%
Impurity issue, 2.2.29,

Creafted 13.05.2019 Page / Pages 1/2

Caertificate 0000222218



C.P.M. ContractPharma GmbH & Co. KG

aenova

Certificate of analysis

Article: 0-01008-00 Test procedure: PV15/01009/02

Final Gel 0,5% 35g RuBlland -
Lot: Int. Batch: Int. batch of bulk:

IC6860 1853810001 1853800001

Date of Manufacture: Expiry date: Batch size:

18.03.2019 03 2022 1000 kg

Purity total Ph. Eur,, curent  manx. 0,5% < 0,05 % CPM
issue, 2.2.29,
HPLC

B L e e
Microbial Purity TYMC Ph. Eur, aktuslle
Ausgabe, 5.1.4,
26.12

au A
Microbiological Purity Ps.  Ph. Eur., current  n.d.fg void LS
aeruginosa issue, 5.1.4,
CPM
T s

This document was generated electranically and Is valid without signature.

Certificate 0000222218 Created 13.05.2019 Page / Pages 2/2



C.P.M. ContractPharma GmbH & Co. K& .
dernova

Certificate of analysis

[Article: 0-20658-00 " Test procedure;  PV15/01009/02 !
GEL Piroxicam 0,5 % |
Int. Batch: Int. batch of bulk:
1853900001
Date of Manufacture: Expiry date:
18.03.2019 15.04.2019

Appearance visual transparent or slightly complies cpm
opalescent, lght yellow ge!
with slight isopropyl alcohol

1.004 g/ml

production yleld

This document was generated electronically and is valid without signature.

Certificate 0000220962 Created 22,03.2019 Page / Pages 1/ 1



Einwiegeprotokoll

C.P.M. Contractpharma - 83620 Feldkirchen-Westerham

Artikel-Nr.:
Artikielbez.:
Chargen-Nr
Tellrezept:
Pos Art.-Nr,
Sollmenge ME
0000620 0-00206-00
5,00000 KG
000020 0-00206-00
: 5,00000 kG
000030 0-00135-00
50,00000 KG
000040 0-00047-00
10,00000 KG
000050 0-00301-00
106,36000 KG
000060 0-00168-00
. 1,00000 XG
{
000070 0-00170-00
2,40000 KG
000080 0-02074-00
5,00000 kG
000090 0-02581-00
22,00000 KG
000100 0-00229-00
150,00000 KG
000110 0-00301-00

638,24000 KG

0-20658-00

GEL Pirgxicam 0,5 %
1853500001

1

Rohstoffbezeichnung
istmenge ME

Tara

W5 Piroxicam EP
0,67300 XG
4,74200 KG

WS Piroxicam EP
4,35000 KG
541500 KG

TW 2-Propanc] EP

HS Macrogolglycarolcocoat EP

10,01200 KG
2,07500 KG

TW Wasser gereinigt EP/USP

HS Natriummetablsulfit EP
1,00000 KG
1,17700 KG
HS Natriumhydroxid EP
2,40200 KG
2,07300 KG

HS Kallumdihydrogenphosphat EP

5,04000 KG
4,71700 KG

HS Hypromellose EP (4000 mPas}

22,10000 KG
15,00000 KG
HS Propylenglykol EP
150,10000 KG
32,40000 KG

TW Wasser gereinigt EP/USP

Faktor

1,000

1,000

1,000

1,000

1,000

1,000

1,000

int. Ch.Nr,

91221

92139

91936

91625

91730

91436

91590

91576

PDatum: 13.03.2019

Seite 1von 2

Datum/Uhrzelt  Status
Verwogen von Waage

13.03.201913:57:24 000
HellmuthD V1W2

13.03.2019 13:55:11 000
HellmuthD Viw2

siehe Herstellunterlagen

13.03.2019 13:32:16 000
HelimuthD V1iw2

slehe Herstellunterlagen

13.03.2019 13:36:01 000
HellmuthD viwz2

13.03.2019 13:39:00 000
HellmuthD Viw2

13.03.2019 13:21:14 0G0
HellmuthD VIW2-

13.03.2019 13:46:42 000
HellmuthD ViW3a

13.03.2019 13:26:20 000
HellmuthD V1W3a

siehe Herstellunterlagen

£



Einwiegeprotokoll

C.P.M. Contractpharma - 83620 Feldkirchen-Westerham

Artikel-Nr,: 0-20658-00
Artiklelbez.: GEL Piroxicam 0,5 %
Chargen-Nr 1853900001
Tellrezept: 1
Pos Art.-Nr, Rohstoffbezeichnung
Solimenge ME  istmenge ME Faktor
Tara
000120 0-00047-00 HS Macrogolglycerolcocoat EP
10,00000 KG 10,01600 KG 1,000
2,11800 KG

00N130 0-22814-00 BM Inliner 1000L Standard mit Venti)

1,00000 ST

Gesamt verwogen: 205,69300

Legende Status
000 Korrekt verwogen
010 Abbruch

verwogen von: _,-'(%‘

Datum: 13.03,2019

Selte 2von 2
int. Ch.Nr. Datum/Uhrzeit  Status
Verwogen von Waage
91936 13.03.2019 13:30:41 000

HellmuthD Viw2

slehe Hersteliunterlagen

5T

M’
gepriift von:

Die zusténdigen Mitarbeiter der Verwiegung und Herstellung bestatigen mit ihrer Unterschrift, dass der SOP-Text auf

dem Produktionsauftrag gelesen und verstanden wurde.

AT f‘% %

" Datum/Unterschrift
Mitarbeiter der Verwiegung
!
s T st -*-—---......._______k
.»-"/
79, WL
’/—
‘_"’
/ g
o~
~ -
e

/"
14. MRL. 201

Datum/Unterschrift
Mitarbeiter der Herstellung



aenova
C.P.M. ContractPharma GmbH Co. KG

INTERNES ANALYSENZERTIFIKAT

Arfikel: 0-00208-00 Priifvorschrift:
WS Piroxicam EP PV 16/00206/06

Charge: interne Charge:
1804585 $1221
Herstelldatum: Vorfelldatum:
27.03.2018 16.07.2022
Liefarmenge: 15KG

Hersteflsr: Dipharma

Lieferant: [Miies Pharma GmbH

visuell welRes his schwach galbes, entspricht CPM
knstaillnas PuIver

Reinhell Verwandte  ° Ph. Eur aktuels Verunrelmgungen A,B D G J: b <005% CPM
Substanzen elnzeln .ﬂusgabe 2 2 29 HPLG max. 0,2%

Ie inax 010% R L e

Reinheit: Verwandte  Ph. Eur., aktuelle :
Amqnh-. 2.2.29 HPLC :

- 88,5-1010% 100,3 % CPM
Ausgabe, 2.2.20

il ST LR Lt e &

--1on%< 40pin 3

o ety ) " Midas(Dlphat.'ma.)m | 14) o

Zedifikat: 0000216095 pedruckt am: 26.07.2018 Seite 1/2



\ aenova

C.P.M. ContractPharma GmbH Co. KG

INTERNES ANALYSENZERTIFIKAT

Artiked: 0-60206-00 . Prifeorschrifl:
WS Piroxicam EP PV 16/00208/06
Charge: Interne Charge:

18045985 91221

Herstelldatum: Verfalldatum:

27.03.2018 16.07.2022

Lisfermenge: 16KG

Herstaller: Dipharma

Lieferant Midas Pharma GmbH

[gl Alle Ergebnisse entsprechen den Spezifikaticnen

Datum um

Bemerkung: %\mn
- ] 75 T0L 208 .

Seils 2/2

Zertifikat: 0000216096 godruckt am: 26.07.2018



CDipharia

Buysr 20002
' MIDAS PHARMA GmbH
Manufacturing sits Rhelnstrasse 49
Stab. Baranzate 55218 Ingelheim
Via Bigsone 5 Gemany
20021 Baranzate MI
!:glg 02 3682281 End User 80040
Issued QP " G.P.M. Contract Phanma GmbH & Co.
05.07.2018
Code
500328
Ref. DDT.
80006825
Ref. Order Prodect
il PIROXICAM
Batch Nr. 1804585
Mfg. date 27.03.2018
| ‘stestdate 26.03.2023
Analysis nr. . 40000026486
TEST um SPECIFICATIONS REFERENCES RESULTS
Description - EP Coniorm to description
il g Sy iow i
Identification : IR Spectrum - Positive EP Positive
Identification : UV Absorption - Positive usp Posltive
\dentification by TLG - Posltive Usp Positive
Water (KF) % max0,5 . uUsp 0.0
Loss on drying % max 0.5 EP 0,0
Sulphated Ash % max 0,1 EP 0.0
Pyrid-2-ylamine (HPLC) % max 0,01 EP/Company <001
Each impurity {HPLC) % mex 0,10 £P/Company 0,05
Total impurities {HPLC) % max0,2 EP/Company 0,1
Assay (HPLC) % 97,0 - 103,0 uspP 99,3
[ ssay (potentiometric) % 88,5 - 10,0 EP 101,0

Methanol (GC) uglo max 100 Company <3
Toluane (GC) pgfa max 100 g Company <3
N, N-dimethyiformamide (GC) Hofg max 880 Company 180
Xylane (GC) vgig max 100 Company <3
Perticle size (Malvem) 45um % min 100 Company 100
Elemental impurities: none of the elemental Impurity reported In ICHQ3D
I likely to be present

/G.?.w{ff;

Modelto: BOT_CPM /3 Pg. 112



Since 1949

i Buyar 20002
R — MIDAS PHARMA GmbH

Manufacturing sits Rheinstrasse 49
Stab, Baranzate 65218 Ingelheim
Via Bissona & Gemnany
20021 Baranzate M|
[
jg'g (2 562281 End User 80040
Issued QP C.P.M. Contract Pharma GmbH & Co.
05.07.2018 co
Code
500328
Rel. DDT.
80006826 Product
Ref. Order ! .
40456210 PIROXICAM
Batch Nr. 1804595
Mig. dale 27.03.2018

I stestdate 28.03.2023
Analysis nr. 40000026466
TEST um SPECIFICATIONS REFERENCES RESULTS

Elemental impurities: none of the elemental impurity reported in ICHQ3D
is likely to be present

Name and Sumame: Roberta Pancera
Titte: Quality Control

Approved
Date: 06.04.2018 18:29:40

Modello: BOT_CPM /3

Name and Surnams: Marina Aty
Title: Quality Assurance

Approved
Date: 09.04.2018 09:49:03
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C.P.M. ContractPharma GmbH Co. KG

INTERNES ANALYSENZERTIFIKAT

aenova

Artlkel: 0-00206-00 Prifvorschrft;
WS Piroxicam EP PV 16/00206/06
Charge: Inteme Charge:

1800874 92139

Herstelldatum: Verfalldatum:

16.01.20192 11.02.2023
Liefermenge. 85KG
Hersteller: Dipharma
Ligferant; Midas Pharma GmbH

Aussehen

- g i

Idemﬂﬂt |R¢
Spek!mskople

Ralnhelt Verwandte
Substanzen emzeln

Relnheit
: Varunréinlguhgen
unbeka,nnt elnzeln

Reinheit: Verwandte
Substanzen gesamt

ée:.lnhait“ ;
Schwsn'netalle

Reinheit
Trocknungsverluat

RARS

: Relnheit Sullataéche

KRN
e

Geha'lt Plroxlcam
({getrockneta
8ubstanz)

’ Teuchongratsp

Liaferant (Hersteller)

Zertifkat: 0000220171

; mukroskopls&e

visusll

Ph: Euf,, aktuelle
Ausgabei 2.2.24, IR

Ph. Eur., gktuelle
Ausgabe,2229 HPLC

Ph Eur N .akl:uelle

Au’sgaba; 2.2.29, HPLC:

Ph. Eur aktuslie

Auagabe 2.2.29, HPLC

Ph Eur,, aktueile
Ausgabe'24a 2

Ph. Eur., aktuelle
Ausgebe 2232

Ph Eur aktuella %

i Ausgabe; 2.4.14

Ph. Eur., aktuslle
Ausgabe, 2.2.20

Betrachtyng

weilkes bis schwach gelbes,

gedruckt am: 25.02.201%

entspricht

kristallines Pulver
Substanz muss dém - entspiicht -
RefarenZSpektrum entsprechen i :
‘Verunreinigungen AB,D,G,J : ]e <0,06 %
max. 0 2%
: je miax. 0, 10% '<0,06 %
max. 0,4% <0,05 %
: max ,zo‘ppm : : : e"ntfﬁl_l.l_.
max, 0,5% 0,0%
i .d,_1%.' o 7 00% -
985-1010% 100,2 %
. ~100%. < 40um . entspricht
1A} Midas (Dipharma) 1A}
18 entspricht

CPM
e
CPM
oeM

CPM

G ERM

Seite 1/2




aenova
C.P.M. ContractPharma GmbH Co. KG

INTERNES ANALYSENZERTIFIKAT

Atikel:  0-00206-00 Pritvorschrift:

WS Piroxicam EP _ PV 16/00206/06

Ch'arge: Interne Charge:

1900574 92139

Herstelidatum: Verfalldatum:

16.01.201% ! 11.02.2023 ]
Lisfarmenge: 83Ka
|Herstellor: Dipharma
[Lieforant: [Midas Pharma GmbH

E Alle Ergabnisse entsprechen den Spezifikationen

2 FEB 200 ASRe=———

Datum Signum

Zertifikat: 0000220171 gedruckt am: 26.02.2019 Seite 2/2



Since 1849

£ Buyer 20002
” ' MIDAS PHARMA GmbH
Menufacturing site Rhelnstrasee 49
Stab. Baranzate 55218 Ingetheim
Via Bissone 5 Gemany
33021 Baranzate Ml
+3|9y°2 382281 End User 80040
lssued QP
31012018 C.P.M. Contract Pharma GmbH & Co.
Code
500328
Ref. DDT.
e Produ
—— PIROXICAM
Batch Nr. 1800574
“ifg. dale 18.01.2019
__‘::dm 15.01.2024
ls nr. 40000032658
TEST uss SPECIFICATIONS REFERENCES RESULTS
Description - mﬁﬁgwtw EP Confom to description
Identification : IR Spectrum - Positive EP Positive
identification : UV Absorplion - Positive use Posltive
Identification by TLC . Positive usp Pasitive
Water (KF} % max 0.5 Use 0,0
Loss on drying % max 0,5 EP 0,0
Sulphated Ash % max 0,1 EP 0,0
Pyrid-2-ylamine (HPLC) % max 0,01 EP/Company < 0,01
Eeach impurity (HPLC) % max 0,10 EP/Company 0,08
Total Impurtties {HPLC} % max 0,2 EP/Company 0,1
Aqay (HPLC) % 97,0 - 103,0 UsP 89,0
' .88y (potentiometric) % 98,5 - 1010 &p 100,1
Methanol (GC) o max 100 Compeny <3
Toluene (GC) vaig max 100 Company <3
N, N-dimethyiformamide (GC) Hyfo max 880 Company <30
Xylens (GC) oo max 100 Company <3
Particle sizs (Malvem) <45um % min 100 100

I

I5 fikely to he present

Elsmental Impurities: none of the slemental impurity reported in ICHQSD

MadoHo: BOT_CPM /3

12 Fes. 1

Pg. 112




Manufacturing site
Stab. Baranzats
Via Blssone 5
20021 Barahzate M(
ltaly

+30 02 382281

Issued QP
31.01.2019

Code
500328
Ref. PDT.
80007892

Ref. Crder
40456210

Batch Nr. 1600674

4fg. date 18.01.2019
ot date 15.01.2024
ysis nr. 40000032658

Buyer 20002
MIDAS PHARMA GmbH
Rheinstrasse 40

55218 Ingelhelm
Gemany

End User 60040
C.PM, Contract Pharma GmbH & Co.

Produot
PIROXICAM

TEST

SPECIFICATIONS REFERENCES REBULTS

Is likely to be present

Elemaental Impurities: none of the stemantal impurity reported in ICHQ3D

Name and Sumarme: Reberta Pancera
Title: Quality Control

Approved
Date: 25.01.2019 10:66:13

Modstio: BOT_CPM /3

Name and Sumams; Marina Arfu
Thle: Quality Assurance

Approved
Date: 25.01.2019 11:51:11 12 FEB. ‘ZU#

Pg. 212




