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CERTIFICATE OF ANALYSIS

CEPTU®IKAT AHAJII3Y
mibe GmbH
Arznemmutiel
Product name Bifon hair and scalp lotion Country of manufacturing Germany

Halivenysanns nponykuii: Bigon. noceiion ang ilep“‘if?"‘“mﬁft'"": I*;;‘M":f":“a
Co mporting country: Ukrain
BOJIOCCH | IIKipH roNoBH [lepmasa-innopren. Vicpaiin

Article-code/Koa apTuxyny: VI00029 Ident-No / InenTudixauiiinuii Homep:
19453769

Active substances 1 g solution contains 0,500 g bifonazole

Hitoua peyosuna I T posuury micTuTe: 0,500 r Gigonazony

Form of release "| Cutaneous solution for external use, 0,5 %

@opma eunycxy Hawkipuuii po3uny 213 30BHilWHbOrO 3aCTOCYyBaHH4, 0,5 %

Package size and type 100 mi boitle

Posmip ra tun nakysasus | 100 s, thnakon

Number of conclusion of the state sanitary and epidemiological examination Ne 602-123-20-3/1595 from
22.01.2018

Homep BucHOBKY nepskaBHOT casiTapHo-enigeMionoriyxoi ekcnepThan: Ne 602-123-20-3/1595 gig
22.01.2018 p.

Batch number: / Homep cepii: 190902 Batch size {pcs.): / Pomip cepii (w.): 25536
Manufacturing date: Jlata BupoGunursa: Expiry date:/ Jlata 3axinuenus crpoky NPHAATHOCTI:
09/2019 03/2022

Name and location manufacturing site: mibe GmbH Arzneimittel, Germany, Muenchener Strasse 15,
Brehna, Sachsen-Anhalt, 06796, Germany

HaiimenyBarns Ta MicuesHaxomreHHs TinbHILI 3 BHpOGHWUTRA: Mibe TMEX ApunaiimiTrens, Himeyuuna,
Mionxenepirrpacce 15, Bpena, Cakconis-Anxanst, 06796, Himeyunna

Number of manufacturing authorisation. No. DE_ST_01_MIA_2018_0003

Homep niuensii ainsumni 3 BupoSuuuTea. Ne DE_ST_0i_MIA_2018_0003

Certificate GMP. No. DE_ST_t1_GMP_2018_0019

Ceprudixat GMP Ne DE ST 01 GMP 2018 0019

Tests Method Specification Result
Mokazuuk Meron Creundikaniy Peaynerar
Appearance visual inspection clear solution complies
Oniic Bi3yAIILHO Npo3opitit po3iK sianosinae
Odour Organcleptic test spirituous and menthol complies
3anax Opranonentinynin setoaon XapakTepHHi 115 cripTy | MeHTONY BiAnoBinae
pH Ph.Ewr. 2.2.3, 3,5-39 3,9
pH potentiometric method
€Db223. 3.5-~-39
NOTEHUiOMETPHHILT MeToR s LIPS
Relative Density Ph. Eur. 2.2.5 0,910 - 0,940 A7 10,9358 )
BinHocka ryctuna €D225 0.910 ~ 0,940 /0 /" 4o, o>
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'Ph. Eur. 2.2.29

Identity bifanazole
‘HPLC
laenTndiania Gigonasony €0 2229
‘BEPX
Assay bifanazole :Ph. Eur. 2.2,29
:HPLC
Kiabxiche Biznaverns €D 2229
Gidhonazony ‘BEPX

Microbiological quality* .Ph. Eur, 2.6.12/2.6.13

Mikpo6ionoriuna uncrora 1€ 2.6.12/2.6.13
i

Package
Vnaxoska

Batch-description

‘PV-Q-001
Orute cepit i

!

i
i

Description of sheff life ~ 'PV-Q-00]

Omitc Tepminy 36epiranus

Fill guantity

.FertigPackV
Kinbkicts npenapary :

B ynaxosaui
Comments ‘not applicable
Konenrapi HE 3aCTOCOBYCThCH

* Test is done on every third batch or at leass once per year,

Master CoA sheet VI0O0029
retention time of sample and standard complies
must comply Binnopinae
Hac yTPHMAHHA NiKiB Ha XpOMATOrpamax
BinpoSyeantLHoOre posuiny Ta PO3UHHY
NopisHAHKA NOBHHHI cniBnanaTs
0475-0525g/100 ¢ 0495g/100¢
0,500 g/ 100 g (+ 5 %) 0495r/100r
0475-0,525¢/100 g
0.500 g/ 100 g (= 5 %)

Ph. Eur. 5.1.4 preparations for cutaneous complies
use

€® 5.1.4 npenaparn 209 HawkipHoro Binnosinae
BIKOPHCTAKHA

the batch-description of the complies
package is complied with the

batch-decumentation

oniic cepif Ha ynakosui siznosinac BiZNoBizac
AoKyMeHTaUiT Ha cepito

description of shelf life is com plied complies
with the batch-documentation

Ooniic Tepaliny 36epiranHs sinnopigae Binnosinac
A0KYMEHTALIT Ha cepilo

average > 100 m| 100,3 ml/mn

¥ cepeansomy = 100 ma

* BunpoGysanns npooastes Ha:KoHiH Tperill cepil wonalisienie o pa3 Ha pi.

Prepared and checked by: Liudmyla Maistranko
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We confirm,

Master CoA sheet VI00029

that this batch of product has been fabricated/manufactured, including packaging and quality control at

the above mentioned site in full com

pliance with the GMP requirements of the local Regulatory Authority,

and with the release specifications included in the Marketing Authorization of the importing country and

given by the customer.
The batch processing,
GMP.

Mu niaTeepaxyemo,

We us cepin npenapary Ovia BHroTOBNEHa | n

BHWIEIraaHoMy — MiANPHEMCTBI 3

PErY/IATODHHMH  OpraHamy  Baanu.

MOCBia4eHHA KpaiHu-iMnopTepa i Hana
3siTi 3 06pobkwy,
HBI.

6. 0KT. 200

NOBHHM

The control of the packaging process meets the requirements.
packaging and analysis records were reviewed and found to be in compliance with

POHIINA KOHTPONL YNAaKOBKM T8 KOHTPOAb AKOCTI Ha
HOTPHMAHHAN

simor HBIL, npea’ssnennx  Micuesumu

Cneundpixauii sunycky npenapaty sxmoueni go Peectpauiiinoro
Hi 3aMoBHHKOM. KOHTPOAL 33 npoLiIecoM ynakoBky BiANOBiAac BuMoram.

YRaKoBKH | ananisis cepii 6yau nepernanyti i BH3HaH] TAKHMH, 110 BiAMOBINAIOTE NPUHUKNEM

Daie/Name + Sign Qualified Person (F. Koppe)
Jlnafis’s + nianne Ynopuosakenn ocodn 3 skeeri

7

{D, Konne)

End of Master Sheet

Prepared and checked by: Liudmyla Maistrenko Approved by: Friedrich Koppe _.,
c SR I I ////34’ ~{l=n|
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JIEPYKABHA CJIYKBA YKPAIHHU 3 IIUTAHb
BE3INNEYHOCTI XAPYHOBHUX INPOAYKTIB TA 3AXUCTY CIHOXKUBAYIB

syi. B. Tpinuenka, 1, m. Kuis, 01001, ren. 279-12-70, 279-75-58, dakc 279-48-83, e-mail: info@consumer.gov.ua

3ATBEPDKYIO
['ooBa ,[[epmnpo,ucnommny}xﬁﬁ -

/’ l‘c\i \ﬁUL FIMF = “ )

/, wH M KO % ¥ .

BHUCHOBOK ,
= nepmanﬂm CaHlTapHO emnewonorm}lm CKCIePTHU3H eh -
Bix " Ak " 20/ poxy Ne 602-123-20-3/ /2 75

O06'exT excriepTh3d bidon® JlochHon A Bosoced i IIKIPK NONOBH, 110 3HUIIYE Tymy i 3anobirae ii nossi
BHTOTOBJIEHMH Y BiAMOBiAHOCTI 13 - i

(FY, ACTY, TOCT)

- Kon 3a JIKIITI, YKT3E, aptukyn 3305

N Cdepa 3acrocysanns Ta peatizauil 06'exkra ekeneprusu [1o6yT; peanizaiis depes ONToBO-po3ApiGHY TOPTIBIIO, ANTEUHY -

© Mepeky

© 3asBHMK eKcniepTH3n kommanis " [lepmatdapm Al/Dermapharm AG", Himeuunua, Jin-Jarosep-Piur, 7, 82031, [piossans

Jaui npo KOHTpaKT Ha noctayaHHs ob'exta B Ykpainy Ha nepeAKOHTpaKTHiil OCHOBI.

Kpaina-Bupo6Huk komnanis "mibe I'mOX ApunaiiMitrens” ("mibe GmbH Arzneimittel"), Himeuunna, Mronxenepuitpacce, 15,

- Bpena, Cakconis-Auxanst, 06796, Himeuunna (Muenchener Strasse, 15, Brehna, Sachsen-Anhalt, 06796, Germany). Ten: 03 St

49 54-247-0, daxc: 03 49 54-247-100

{(aapeca, Micue3HaxopKeHHA, Tenehon. dake, E-mail, Bed-caiir)

(Germany, Lil-Dagover-Ring, 7, 82031, Gruenwald). e-mail: service@dermapharm.de, Ten: (089)/641 86-0, dakc: (089)/641
86-130, PHOKIIIT: HRB 124373 -

(aipeca, MicuesHaxoLkenns, Teacthon, (paxe, E-mail, Beb-caiit)

O6'eKT ekcriepTH3H BilNOBidae BCTAHOBIEHUM MEIHYHAM KpUTepiaM Ge3neku/MmoKkasHHKaM: 3a pe3yabTaTtaMy ifenTudikauii Ta =~ =
OLIHKH PU3MKY Al 3/0POB'S JIOJMHH, & TAKOXK 3 Pe3ysiTATaMI TIePeBipKH HAJaHOTO 3a9BHUKOM 3pa3ka 06'eKTy eKCriepTHsn
B Mexkax cepu akpeaurauii (Atectar npo akpeautauito Ne2H375 pin 22.05.2015 p. signosigno go sumor JCTY ISO/TEC
17025:2006) BCTaHOBEHO: KilbKiCTh Me30(inbHUX aepoOHHUX Ta paKyIbTaTHBHO-aHaepOOHMX MIKDOOPraHi3mMiB y mponykuii
menma 1000 KYO/r, apixmkis ta nuicHasux rpubis menmma 100 KYO/r, 6akrepii cimeiictBa Enterobacteriaceae,

- Staphylococcus aureus Ta Pseudomonas aeruginosa — BiicyTHi: iHleKc MKIpHO-N0APa3HIOYOI Ail Ta iHaeKkc ceHcubinizyiouoi -
~ 1if npoaykuii cranopaate 0 6anis (JICaulliH 2.2.9.027-99 "Canitapni npasuia i Hopmu 6e3nexkn npoaykLii napgymepHo-

. KOCMETHYHOT MPOMHCIIOBOCTI. JlepkaBHi caHitapui npasuia ta Hopmu").

- HeoXiaHNMH yMOBaMH BUKOPHCTAHHA/3aCTOCYBaHHs!, 30epiraHHs, TPAHCIIOPTYBAaHHS, yTHI3aLLT, 3HHUILEHHS €: epesik
- HeoOXiHMX YMOB, AKi 320€3Me4yIoTh NONEPEeKENHS PU3UKY, BUKITMKAHOTO BIUIMBOM HECTIPUATIMBHX {ham‘opm Ha 3/10POB's
| JIOJMHM NPY 3acTOCYBaHHI Npoaykuii: Heo6xifHo 10TpuMyBaTHCh TEPMiHY Ta YMOB 30epiranHa 3riano sumor JICTY

5010:2008 "lNpoaykitis napdymepHo-kocMeTH4HA. [TaKyBaHHA, MapKYBaHHsA, TPAHCTIOPTYBaHHA i 30epiranHa" Ta IHCTPYKLIT

Bupo6HuKa. [ToBoIKEeHHA 3 BIIXOAAMH - 3TiHO 3 BUMOIaMH YHHHOTO 3aK0HOIABCTBA YKpainu. 36epirauns v 3aKkpHTHX

' ckJaachKMX npuMilieHHsX. TpancnoptHe mapkyBannsa 3a TOCT 14192-96 "MapkupoBka rpy3zos”.

- 3a pesynbpTaTaMy Jep:KaBHOI caHiTapHO-eMiAeMionoriuHoi excnepTusu o6'ekT excreptisu bibou® Jlockiton ans Bonoced |

WKIPH rONOBH, UI0 3HULILYE YNy i 3arobirae ii nodBi, 3a HalaHUM 3aABHUKOM 3Pa3KOM BiAMNOBifae BUMOraM Ai040ro -

' CaHiTapHOTO 3aKOHOAABCTBA YKpaiHy i 32 yMOBaMH JOTPUMAHHS BUMOT LbOTO BHCHOBKY MOJKe 6YTH BHKOPHCTaHHI B
- 3asBreHili cdepi 3acTOCYBaHHS.

~ TepMiH NpuIaTHOCTI rapaHTOBaHHI BUDOOHUKOM.




Indopmauis w00 €TMKETKH, IHCTPYKLLT, MPaBHJI TOILO ETHKETKA YKPATHCHKOK MOBOIO IOBHHHA MICTHTHCh Ha KOXHIiif TapHiii

OJMHMIL NPOAYKLIT; MAPKYBaHHSA 3A1HCHIOBATH V BiMOBIAHOCTI 3 AFOYMM 3aKOHOAABCTBOM Ykpainu. [lanuii BUCHOBOK He
Mozke OVTH BUKODPHCTAHWI 1 peKJIaMH CMIQXKHMBYHX AKOCTEN 00'€KTa eKCIepTH3H.

BucHOBOK ailicHUi I°ATL POKiB
BinnopinanbHicTk 3a JOTPUMAHHS BUMOT LBOr0 BUCHOBKY Hece 3asBHHK.

[TokazHuky He3neky, AKi NiANAralOTh KOHTPOJIIO HA KOPIAOHI: MiUIATAE NonepeHLOMY 10KYMEHTAIEHOMY KOHTDOIIO.

[Toxa3Huky 6e3nekn, AKi MiIAraloTh KOHTPOJIKO HPU MUTHOMY O(OpPMIIEHHI: NiIdrae AepkaBHOMY CaHiTapHO-
€MiIeMioJIOriYHOMY KOHTPOJIIO B 30HAX MUTHOTO KOHTPOJIKO HA MUTHIi TepuTopii Vkpainu.

[ToTouHuii nepkaBHuMit caHiTApHO-eNiAEMiONOriuHMI HATIA 3AiMCHIOETHCA 3TiHO 3 BAMOraMH LIbOTO BUCHOBKY: BUOIPKOBO,

Ha BiMOBiAHICTh BCTAHOBIEHUM MEAMYHUM KpHUTEpiaM Ge3neky - iHeKc MIKipHO-noapasHioouoi aii (ICaulliH 2.2.9.027-99
"CanitapHi npasunia i Hopmu Ge3neky MPOAYKIii naphyMepHO-KOCMETHYHOT IPOMHCI0BOCT. JlepskaBHi caHiTapHi MpaBmia Ta

HOQM}‘I" ) TA 32 BUKOHAHHAM YMOB BHKOPHUCTAHHA

Kowmicis 3 nepxaBnoi canitapHo-eninemionoriunof excneprusu M. Kuis, Byn. epois O6oponn, 6, ten. 044 258-47-73
TIPU FOJIOBHOMY JI€PKaBHOMY CaHiTapHOMY JikapeBi Ykpaiuu
HaykoBoro ueHTpy npeBeHTHBHOT TOKCHKOJIOTii, Xap4yOBOi Ta
XimiuHoi Gesneku imeHi akagemika JI.I.Mensens Minicrepcrsa
OXOpOHH 310pOB's YKpaiHn

(nafiMeHyRraHHA, MicuesHaxo/uKeHns | Tenedon, (ake, e-mail, ped-caii)

[IpoTokon ekcnepTUsu Ne 3/8-A-6308-17 Bin 12.01.2018 p.

(Ne npoTokony, aaTa fioro 3aTBepKeHH )

l'onoea excriepTHoi KoMmicil, 3acTynHuk aupekropa Haykosoro bobunsosa 0.0,

LEHTPY

(iHiuiany Ta npizpunie)
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