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CEPTU®UNKAT COOTBETCTBUA HasBaHue 1 agpec npomM3BOACTBEHHOW NNOLWAAKM:
C.P.M. KoHTpakt®Papma M'mo6X

Fruhlingstrasse 7,

D-83620 Feldkirchen-Westerham, l'epmaHus

Homep asTopusaumn: DE_BY_04_MIA_2020_0119
Homep ceptudmkata GMP: DE BY 04 GMP 2020 0141

HasBaHuWe npoayKTa ®duHanrenb 0,5% 50 r Poccun
PCID 78060
AKTUBHOCTb Ha O4HY 403y 5 mr Mupokcukam/1r
MmnopTupytowan cTpaHa Poccua
Cepua Ne LC8452
Homep permcTpaunmoHHoOro Poccuna M N 016210/01
Yy4,0CTOBEPEHWUA

Cepusa banka (BHyTpeHHUI Homep) | 1931930001
Cepua npoaykTa (BHYTpPEHHUM 1973950001

Homep)
Koanyectso ynakoBoK 19 320
[aTa npoussoacTea 10.03.2021

[aTa ncreyeHma cpoka rogHoCTH 02/2024
CneumduKaumsa Npom3BoaCTBa HV 16/20658/02

npoaykTa
CneumdurKauma KOHTPONA PV 15/01009/02
npoaykTa
Homep maTtepuana (BHyTpeHHW) | 0-12596-00
BuKkc-kog --
MepBUYHanA ynakoBKa Ty6a

HacTtoawum A noaTBepAato, YTO BbileyKasaHHaA MHPOpMaLLMA TOYHAA M BepHas. ITa cepumA
npoaykTa 6blna NponsBeaeHa, BKAOYan YNaKoBKY/MapKMPOBKY M KOHTPO/Ib KauyecTBa Ha
BbILLEYNOMAHYTbIX MPOM3BOACTBEHHbIX MNOLLAAKAX B MOJHOM COOTBETCTBMM C TpeboBaHUAMN GMP
MEeCTHbIX OPraHOB 32, paBOOXPAHEHMA U CO cneunduKaLmMein perMcTpaLMoHHOro y40CTOBEPEHMUA
MMMNOPTUPYIOLLEN cpaHbl. 3anncy No NPOM3BOACTBY, YNAKOBKE M KOHTPOJIO HBblIM MPOCMOTPEHbI U
npu3HaHbl cooTBeTCcTBYOWMMU GMP.
BbinyweHo Ansa Npoaaku Aalx] Het [ ]
0 OTKNOHEeHU HeT
X OTKNoHeHus (oTyeT no
OTKJIOHEHUAM NPUIOXKEH) S e
MpumedaHua: &/
[p. Horst Solllider 120 . oiou POSCY
YNONHOMOYEHHOE L0 Modnuce [ara: 2“‘2}1‘2021 < Russia f
a
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C.P.M. KoHTpakt®apma MmbX

Ceptudukar aHanmsa
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Martepuan Ne: 0-12596-00
®duHanrenb 0,5% 50 r Poccusa

Mpoueaypa ucnbitaHma: PV15/01009/02

Cepwusa: BHyTpeHHAA cepua: BHyTpeHHAs cepus 6anka:
LC8452 1973950001 1931930001
[aTta nponssoacTsa: fopeH po: Pasmep cepuu:
10.03.2021 02/2024 1000 kr
MNapameTtp MeTtog, OnucaHue Pesynbtat MUCTOYHMK
OnucaHue Bu3yasnbHbIi Mpo3payHblit K cnerka CooTtBeTcTBY CPM
onanecumpyowmmn, eT
CBET/I0-XKEenNToro ugeTa
refb co cNabbim 3anaxom
N30MponNuNoBOro cnupTa
pH-3HayeHune EBp.d Tekywee 7,8-8,5 8,2 CPM
msa., 2.2.3
MnoTHOCTbL N3mepeHue 0,980 - 1,030 r/mn 1,013 r/mn CPM
NAOTHOCTH
BaskocTb d=100/c EBp.d Tekywee 1500 - 3000 mMa- 2677 mMNa- CPM
nsa., 2.2.10
MoaNMHHOCTL NMPOKCUKaMa EBp.d Tekywee NOJIOXMUTENbHO NONOXKMUTENb CPM
nsa., 2.2.29, HO
BIXKX
MoaNMHHOCTL NMPOKCUKaMa EBp.d Tekywee NOJIOXMUTENbHO NONOXKUTEND CPM
nsa., 2.2.27, TCX HO
MoannHHOCTL HaTpuA TutpumeTpua NOJIOXMUTENbHO NONOXKMUTENb CPM
meTabucynbouta HO
MoannHHOCTL EBp.d Tekywee NOJIOXUTENbHO NONOXKUTEND GBA
MponuneHramkona nsa., 2.2.28 HO
MNoaanHHoCTb M3onponunosoro | EBp.d TeKkyluee NOJIOXMUTENbHO NONOXKMUTENb GBA
cnupTa nsa., 2.2.28 HO
KonnuecteeHHoe onpeaenerHne | EBp.d TeKkylee 4,75 - 5,25 mr/r 4,94mr/r CPM
MupoKkcrukama nsa., 2.2.29,
BIXKX
KonunyectseHHoe onpeaeneHne | TutpumeTpuma 0,9-1,1 mr/r 0,9 mr/r CPM
meTabucynbouta
KonnuectseHHoe onpeaenerHne | EBp.d TeKkylee 135,0 - 165,0 mr/r 150,3 mr/r GBA
MponuneHramkona nsa., 2.2.28
KonnuecteeHHoe onpeaenerHne | EBp.d TeKkylee 45,0 - 55,0 mr/r 49,3 mr/r GBA
M3onponunosoro cnupTa nsg,., 2.2.28
Mpnmecsb 2-ammMHONMPUAMHA EBp.d Tekywee He 6onee 0,2 % CPM
usa., 2.2.29, £
BIXKX
EamMHUYHaA EBp.d Tekywee He 6onee 0,2 9% ',{i‘ cahoon | CPM
HenaeHTUGULMPOBAHHasA usa., 2.2.29, :
npumechb BIXKX
Cymma EBp.® Tekywee He 6onee 0,5 % CPM
HeMAEeHTUPULNPOBAHHbBIX usa., 2.2.29, =
npumecem BIXKX

CepTtudukar 0000235867

Co3zpaHo 30.04.2021
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MNapameTtp MeTtog, OnucaHue Pesynbtat MCTOYHMK
Cymma Bcex npumecei EBp.® Tekyuwee He 6onee 0,5 % 0,1% CPM
usa., 2.2.29,
B3XX
Mukpobuonornyeckas unmctota | EBp.d TeKkywee He 6onee npoben CPM
Ob6uee YNCNo a3PObHbIX usa., 5.1.4,2.6.12 10? KO3/r
MWKPOOPraHM3mMOB
Mukpobuonornyeckas unctota | EBp.d Tekywee He 6onee npoben CPM
ObLLee YNCNO APOXKIKEBDLIX U u3a., 5.1.4,2.6.12 10 KO3/r
niecHesbix rpnbos
Mukpobuonornyeckas unmctota | EBp.d Tekywee OtcyTcTBMe/r npoben CPM
S.aureus u3a., 5.1.4,2.6.13
Mukpobuonornyeckas unmctota | EBp.d Tekywee OtcyTcrene/r npoben CPM
Ps. aeruginosa u3a., 5.1.4,2.6.13
Konunyectso HanoaHeHuA Becosol He meHee 35T npoben CPM
Konunyectso HanonHeHUA BecoBoi He meHee 50 r 50,45 CPM
O6bem cepuu 1000 kr CPM

[laHHbIN AOKYMEHT CO3/aH aBTOMaTUYECKU M AelcTBMTeneH 6e3 31eKTPOHHOW noanucu

Ceptudurar 0000235867

Co3paHo 30.04.2021
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Name and address of the manufacturing site:
CPM ContractPharma GmbH

CERTIFICATE OF CONFORMANCE Etlalgggg slitll;laﬁfczen-Westerham — Germany
Authorization Number: DE_BY_04_MIA_2020_0119
GMP-Certificate Number: DE_BY 04_GMP_2020_0141

Product name Finalget 0,5 % 50 g RuBland

PCID _ 78060

Strength/Potency per unit dose 5mg Piroxicam/1g Gel

Importing country Rufiland

Batch no LC8452

Marketing Authorization Number Ruitland PN 016210/01

Bulk batch (internal) 1931930001

Product batch (internal) 1973950001

No. of packages 19 320

Date of manufacture 10.03.2021

Expiry date 02/2024

Manufacturing Specification HV 16/20658/02

Testing Specification PV 15/01009/02

Material number (internal) 0-12696-00

Bix-Code -

Primary packaging tube

| 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 with the requirements of the Marketing Authorisation(s) of
the destination country/countries.

The bhatch documentation was checked and complies with the GMP requirements.

Batch Certification acc. to Annex 16 EU-GMP (acc. Appendix |): yes [x] nof |
Were were no deviations with impact on product quality.
O There were deviations with impact on product quality (deviation report attached).

Remark:

\ i d . C: _ |
gDr. Horst Sollinger O Dr. Thomch i s
Qualified Person Sign Vo /0 “,'-:.-: :

=+ =

Moembers of the Aonovs Sroup
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C.P.M. ContractPharma GmbH

aenova

Certificate of analysis

Article: 0-12596-00 Test procedure:  PV15/01009/02
Final Gel 0,5% 50g Russland

Lot: Int. Batch: Int. batch of bulk:
LC8452 1973950001 1931930001
Date of Manufacture; Expiry date: Batch size:
10.03.2021 02/2024 1000kg

Appearance visual transparent or slightly complies CPM
opalescent, light yellow gel
with slight isopropyl aicohol
odour

density 0,980 - 1,030 g/ml 1,013 g/ml CPM
measurement

2677 Pas

Ph. Eur,, current  positive positive
issue, 2.2.29,
HPLC

Identity Piroxicam

“PhiEur, cument’ " postive - CCPM
iSse, 2227, TLG -+ R

Identity Sedium disulfite  titration positive positive CPM

Ideniity Propylens giyeol - Ph. E

Ph. Eur., current positive positive GBA
issue, 2.2.28

Ph. Eur., current
issue, 2.2.28

Purity Each unknown Ph. Eur., current  max. 0,2%
impurity issue, 2.2.29,
HPLC

. Ph: Eurcurrent.  max
- issue; 2.2.29, 14

CLorHRLE o

Certificate 00002358567 Created 30.04.2021 Page / Pages 1/2



Filling quantity

C.P.M. ContractPharma GmbH

Certificate of analysis

aenova

|Article: 0-12596-00
Final Gel 0,5% 50g Russland

Test procedure:

PV15/01009/02

Lot: Int. Batch: Int. batch of bulk: o
LC8452 1973950001 1931930001

Date of Manufacture: Expiry date: Batch size:
| 10.03.2021 02/2024 1000kyg

Purity total

Ph. Eur., current max. 0,5% 0,1
issue, 2.2.29,
HPLC

Ph. Eur, aktuelle
Ausgabe, 5.1.4,
26.12

max. 10 cfu/g

Micrebiological Purity Ps.

aeruginosa issue, 5.1.4,

weighing

Baitch size -

This document was generated electronically and is valid without signature.

Certificate 0000235867 Created 30.04.2021

Ph. Eur, current  n.d./g void

mind. 50g 50,45 g

CPM

CPM

CPM

CPM
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