TEKJIAPAIIASI O COOTBETCTBUH

JEKJIAPAHT, IPHHAMAIOIIHAA JEKJIAPAIIAIO O COOTBETCTBHH

AO "Cauogflmféccm"

Ceedenun o pdeucmpayuu opzanusayuu: Mexcpationnan uncnexyun ®edepanonoii Hanozoeoii ciyxcbor Ne 46 no
2. Mocee (1 01:2008, OT'PH 1027739079940, dama npuceoerus OT'PH 19.08.2002.

Adpec: 125009, 2. Mockea, ya. Teepckan, 8. 22. Tenepon/haxc: 8 (495) 721-14-00/721-14-11

B nuye: I‘el{epm:’umﬁ Qupexmop Monxc O.A.

ﬂoeepeuuor ji)qo: Cmenarnos C.C., doeepennocms 0/n om 01.12.2017

3 T, UTO

nexapcme ‘Hole cpedcmeo.: PunanzoH, kpem ONA HapyxicHozo npumerenun 35 2, mybor anomunuessie (1), nauxu
xapmonnwig, PY Ne JITTI-004248 om 17.04.2017 (0ama 3amenwr 17.07.2017) eurdano AO "Canoghu Poccus”,
cepuna IG7 'JF' 3, napmua 27890 ynaroeok, 200en do 01.07.2022, npousecdcmea C.11.M. Konmpaxm®Papma Im6X
u Ko.KT', I'epmanus, C.PM. ContractPharma GmbH & Co. KG, Fruhlingstrasse 7, 83620 Feldkirchen-
Westerham| Germany, xod OKITJ2 21.20.10.224, xod TH B3 3004900002, xonmpaxm Ne 250/40056192/F-2

om 20.1 O.Zﬂj'ii, uneotic Ne 9085345015 om 27.08.2019

COOTBETC‘I‘"BYET TPEBOBAHUSIM

JI-004248 170417 uzm. Ne 1

JEKJIAPAIIHS ITPHHATA HA OCHOBAHHH

NpOMOKOR wchurmanuii Ne 27530 om 04.09.2019 HJT 000 HI] "OAPMOBFOPOHA", ammecmam
axxpedumayuy POCC RU.0001.21DJI40, Cepmugpuxam POCC DE.QM08.C47451 om (4.09.2019

Crenanoe C.C.
OH.O

CBEJEHUSA O PETACTPAITIN

OPrAH IO CEPTHO®HUKAIH, 3APETHCTPHPOBABIITWIA JEKJIAPATTHIO

RARU I tﬁMﬂ@ OPTAH ITO CEPTHOHKAIIHH ITPOIYKIIHH OBLU[ECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTH IO "OKPY)XXHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzavuzayuu: 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpurayuu. 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, aeb-
caiim: oyKK, pﬁb.

AEKJAPAIIMA O COOTBETCTBHM 3APEI'ACTPHPOBAHA A POCC RU J-DE.®M08.4.35229/19
JATA PETHCTPAITAH 04.09.2019
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LL.IT.M. Koutpakr®apma I'm6X n Ko. KI'

Cepruduxar anaauza

aenova

[Ipoayxr:

0-22225-00

MeTtoauka
UCIIBITAHHA:

DHHANTOH, KPeM AJIs HAPY:KHOr0 NpHMeHeHH, 35 I,

PV17/16100/06

Poccusn

Cepus: BryTpenuss cepus: BHyTpeHHss cepus
Hepac(acoBaHHOIO MPONYKTA:
1G7113 1851330002 1851350002
,I[a'ra IIPOH3BOICTBA: C]JOK rOOHOCTH: Pa3mep CCPHH:
10.07.2019 07.2022 1000 kr
Tlokasarens MeTtonuka Hopma Pesynbrar Herounnk
OnicaHue BH3yansHad oUeHka  MATKM, 6enoro wiu COOTBETCTBYET CPM
OnenHo-GexeBoro
UBETA, FOMOreHHBIH
KpeM
3anax Esp. Gapm., cneuudHIecKuit COOTBETCTBYET CPM
neficTeyrollee
H3fanue, 2.3.4
Bocnpouzeonumocts AHanHTHYeckad 70-110cm 7.0cMm CPM
METORHKA
[NoanuHHOCTE PSVA Esp. ®apm., 3nauenue Rf 1 Bpema nonoxuIensHetii.  CPM
aeicTByIOLLEE yIepKHBaHUA Ha pesynbTar
H3jauue, 2.2.27, XpomarorpaMme
TCX HCIBITYEMOTO
pacTBOpa
COOTBETCTBYET
sHaueHHo Rf u
BPEMEHH YIEPKHBAHHA
Ha XpoMaTorpamme
CTaHIAapTHOTO
pacTBopa
[MoanuuuocTe PSVA Esp. dapm., 3nayenne Rf u Bpems nonoxutensHslit CPM
AeifcTBylollee YIOEPKHBAHUA Ha pesyasTar
H3JaHue, 2.2.29, XpoMarorpamMmme
B3IXX HCILITYEMOTO
pacTeopa
COOTBETCTBYET
3nadeHuto Rf u
BPEMEHH YAePKHBAHUA
Ha XpoMaTorpamme
CTaHOAPTHOTO
pacTeopa
[MoanuuHocTe NSBE Egp. ®apm., 3nauenve Rf uBpema  nonoxkurensueti  CPM
neficTBymolee YIACPKHBAHHA Ha pesynbrar
H3naHue, 2.2.27, XpoMaTtorpamMmme
TCX HCHABITYEMOTO
pacTBopa
COOTBETCTBYET
3HaueHmio Rf n
BpPEMEHH yaepKHBAHHA
Ha XpOMaTorpaMMe
CTaHIapTHOTO
pacTBopa
[MoanunuocTE NSBE Epp. ®apm., 3nauenne Rf u BpeMs  nonoxutenshsiii  CPM
JefCcTBYIOLIEE YIEpPKHBAHUA Ha pesynbTar
n3zaMue, 2.2.29, XpomMarorpamme
Ceprudurar 0000223724 Co3pan 31.07.2019 Crpannua | /4




LLIT.M. Koutpakr®@apma 'M6X 1 Ko. KI'

CepTuduxar anannia

[Mpoayxkr: 0-22225-00 Merognka PV17/16100/06
HCIIBITAHHS:
PuHANTOH, KpeM [JIA HAPYKHOT'0 MpHMeneHud, 35 r, Poccus

Cepus: BHYTpeHHAS cepud: BuyTpenHss cepus
HepaC(bacoaaHHor O INIPOOYKTa:
1G7113 1851330002 1851350002
Jara npousBoJcTBa: CpoOK romHoCTH: Pasmep cepuu:
10.07.2019 07.2022 1000 kr
HNoxkasatensb MeTonuka Hopma Pesyserat Herouamk
B3XKX HCILITYEMOrO
pacTBopa
COOTBETCTBYET
3HayeHmro Rf n
BPEMEHH YAEPHUBAHHA
Ha XpoOMaTorpaMme
CTAaHAAPTHOrO
pacTeopa
[MoanuHHOCTE Epp. ®apm., 3nauenue Rf u ppems nonoxutensHsiii  CPM
COp6HHOBOI KHCMOTHI meiicTBYIOWEE ylepKuBaHHA Ha pesynsTat
u3nanne, 2.2.27, XpoMaTorpaMme
TCX HCMBITYEMOTO
pacTeopa
COOTBETCTBYET
3HayeHuo Rf u
BPEMEHH yIEpXHBAHHA
Ha XpoMaTorpaMmme
CTaHAapTHOTO
pacTBopa
TToanuHHOCTE Esp. ®apm., 3naueHue Rf u Bpemsa nonoxkurensustiit  CPM
copbKHOBOL KHCNIOTHI AeficTByIOMLIEE yIEpXKUBAHHA Ha pe3ynbTart
n3daHue, 2.2,29, XpoMarorpamme :
B3XKX UCTILITYEMOro
pacTeOpa
COOTBETCTBYET
3HadeHuio Rf n
BPEMEHH yiepKUBaHHA
Ha XpoMaTtorpaMme
CTaHIApPTHOTO
pacTeopa
KonunuecTBeHHoe Esp. dapm., 161,5-178,5mMr/100r 164,99 Mr/100 CPM
onpeneneHye neficTeyoee
HoHuBamuga (PSVA) H3gaHue, 2.2.29,
BIXX
Konuuectsennoe Esp. dapm., 1,0260 - 1,0780 /100 r CPM
ofpeneneHue JelicTByowiee 1,1340 /100 r
HHKoGokcHna (NSBE) H3JaHHe, 2.2.29,
B2XX
KonuuectreHHoe Eep. ®apwm., 180,0 - 2200 Mr/100r 1984 Mr/100 T CPM
onpeneneHHe AeftcTBytOLIEE
copOHHOBOH KHCAOTHI W3gaHue, 2.2.29,
B3XX
IMponyxTel pacnaga: Esp. ®apm., He Sonee 1,0 % 0,1% CPM
HMKOTHHOBAA KHCIOTa AchcTBYIOUIEE
H3naHKe, 2.2.29,
Ceprndmkar 0000223724 Coznan 31.07.2019 Crpanuua 2 /4



[I.TL.M. Kontpakr®apma 'm6X u Ko. KI'

CepTudnkar ananusa

. d€nova

[ponyxT:

0-22225-00

Mertoauka
HUCIILITAHUSA:

dOuHaNroH, KpeM A1 HAPYKHOI0 NpuMeHeHHus, 35 1,

PV17/16100/06

Poceun

Cepus: BHyTpeHHAs cepus: BHYyTpeHHAR cepus
HCp&C(l)ﬂCOBaHHOI"O IMPpOOYKTa:

IG7113 1851330002 1851350002
JlaTta npousBoacTBa: Cpok roiIHOCTH: Pasmep cepun:
10.07.2019 07.2022 1000 xr
IMoxa3atenn Meroanka Hopma PesynbTar Herounuk

B3XKX
IponykTb! pacnana: Esp. ®dapm., e Oomee 1,0 % 03% CPM
BI 1125420 AeficTRylOLICE

M3aHue, 2.2.29,

B3XX
HMponykTsl pacoama: Egp. ®apm., He bonee 0,5 % H. 0. CPM
BI 1125421 ReficTBylOLIEE

H3daHue, 2.2.29,

BOXX
[MponykTs pacmana: Esp. ®apm., He Oonee 0,2 % 0.2 % CPM
€AHHHYHBIE nelicTBylolee
HeWZEeHTHOHUHPOBaHHble  H3daHHe, 2.2.29,
NpoAYKTHI pacfnana BIXX
ITponykTel pacnaga: Esp. Gapm., He Bonee 2,5 % 1,1 % CPM
CYMMa BCEX NPOAYKTOB neHcTBylowEee
pacnaia n3gauue, 2.2.29,

B3XKX
HanonneHwe, B3BEIHBAHHE HOMMHANLHOE 3528r CPM
KONHYECTBO 3HaYeHHUE HANOJIHEHNA

Q:350r

Hanonuenwe, B3BELUHBAHHE MHHYC OTKAOHEHHE X  AHHY/JIHPOBAHO CPM
KOJMIHYECTBO 315 r
MuxkpoBGuonoruyeckas Esp. ®apm., He Gonee 10° KOE/r AHHYNHPOBAKO L+S
HHCTOTa - ofee yHcAo  felicTByloliee
23poBHbLX H3daHHe, 2.6.12
MHKPOOPraHH3MOB
(TAMC)
Mukpobuonoriueckan Esp. dapm., He Gonee 10 KOE/r aHHYIHPOBaHO L+S
qHCTOTA - o0llee yHeno  AeHcTRYIOLIEe
JPOAOKEBLIX U H3faHke, 2.6.12
IIeCHEBBIX rpHboB
(TYMC)
Muxkpobronoruseckan Esp. ®apm., OTCYTCTBYETB 1 I AHHYNUpPOBaHO L+S
YHUCTOTA, S. aureus nelicTByIOWEE

ninaHue, 2.6.13
Muxkpobuonoruyeckas Esp. ®apm., OTCYTCTBYeTB I T aHHYTHpPOBAHO L+S
vHCTOTA, Ps. aeruginosa  melicTeylowuee

nifaHue, 2.6.13
Paamep cepuu 1000 kr CPM

JlaHHBIH JOKYMEHT COCTABNIEH 3JIEKTPOHHBIM CrocofoM u aelcTrUTENEH 6e3 MOANUCH.

Ceprudmuxar 0000223724

Cosgan 31.07.2019

Crpaunnua 3 /4




LI.IT.M. Kontpakr®apma I'm6X u Ko. KI'

Ceprudnkar anaausa

ITpoaykr: 0-16100-00 Meroauka PV17/16100/06
HCIIBITAHHS:
PHHANTOH KpeM
BHyTpenunsas cepus: BHyTpeHHAA cepusa
HepachacoBaHHOTO NIPOAYKTA:
1851350002
Harta npousBojacTBa: CpoOK rogHocCTH:
10.07.2019 07.08.2019
ITokazarens Meronuka Hopma Pesynetar Hcrounnx
Onucanue BH3yalbHadA OLEHKA  MATKWiHA, Genoro wnu COOTBETCTBYET CPM

6nenHo-GexeBoro
LBETA, TOMOreHHLIH

Kpem
3anax Erp. ®@apm., cneuHdireckHit COOTBETCTBYET CPM
IeicTaylollce
W3ganue, 2.3.4
BLIXOA NPOAYKTA BIBEMIMBAHHE 97.5-101,0 % 99.8 % CPM
BbLIXOJ NPOAYKTa BIBELIHBAHHE 998,0 CPM

JanHbli 1OKYMEHT COCTABREH INEKTPOHHEIM cnocofomM K neiicTenTenen €3 NOAMHCH.

Ceprudurar 0000223301 Coanan 16.07.2019 Ctpanuua 4/ 4




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

Certificate of analysis

\Article: 0-22225.00 N Test procedure:  PV17/16100/06
Finalgon Wirmecreme Stark 35g RuBland
Lot: Int. Batch: Int. batch of bulk:
IG7113 1851330001 1851350001
Date of Manufacture: Expiry date: Batch size:
10.07.2018 07 2022 | 1000 kg

Appearance visual soft, white or faintly beige- complies CPM
coloured, homogenous
cream

Ph Eur current Rf va':ue and relention time

issue, 2.2.29, carresponding to standard

HPLC
identity NSBE L Ph Eur; current R talue and retentior time. comphies
e e D et e D g . > w._.spondlng o. standard; o B
Identity NSBE Ph. Eur.,currenl Rf value and refentlon time positive

issue, 2.2.29, corrasponding to standard

HPLC

: '"ﬁi_ Eur curre in

compiles |

Identity Sorbic acid Ph Eur., cument Rfvalue and retenuon tlma positive CPM
issue, 2. 2 29, corresponding to standard
HPLC

Assay Nicoboxil (NSBE)}  Ph. Eur., current
issue, 2.2.29,
HPLC

Degradation: Nicotinic Ph. Eur., current  max. 1,0% 0.1% CPM

acld issue, 2.2.29,

HPLC

Degradation: Bl 1125421 Ph. Eur., cument  max. 0,5% nd. CPM
xX Issue, 2.2.29,
HPLC

Cortificate 0000223724 Created 31.07.2019 Page / Pages 1/2



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

aenova

Certificate of analysis

Article: 0-22225-00 Test procedure:  PV17/16100/06
Finalgon Wirmecreme Stark 35g RuBland

Lot: Int. Batch: Int. batch of bulk:
IG7113 1851330001 1851350001
Date of Manufacture: Expiry date: Batch size:
10.07.2018 07 2022 1000 kg

3528¢g .
minus Gevisionx 3,159 bol L ge
Ho B o o T EhETi L 2l b o b L e S L *
max. 107 cfuwig void LS

nominal ﬁling 3509

L weighing !
Ph.Eur., current
issug, 2.6.12

Hmbinhwédpuiys, Ph.Eur., current
aureus issue, 2.6.13
14 L R N ] |

void LS

Batch size 1000 kg CPM

This document was generated elecironically and is valid without signature.

Certificate 0000223724 Created 31.07.2019 Page / Pages 2/2



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

daenova

g

Certificate of analysis

Article: 0-16100-00 Test procedure:  PV17/18100/06
CRE Finalgon Creme
Int. Batch: Int. batch of bulk:
1851350001
Date of Manufacture; Expiry date:
10.07.2019 07.08.2019

Appearance visual soft, white or faintly beige- complies cpm
coloured, homogerous
cream

comples . gm
1 T L e
production yield

97.6-101,0%
pracction i

i
[attinheds kil
BR =t | b T

998 % chm

This document was generated electronically and is valid without signature.

Certificate 0000223300 Created 16.07.2019 Page !/ Pages 1/1



