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aenova

Tesmsanep Hrons C.pon Bus gens Hegyorpn 2 20081 Kapyeate (MH) Krsma

Protluct name
HaumeHoBaHue Npoaykra

SAP number
Homep SAP

Active component
Oewcrayoujee BEWECTBO

Authorized Marketing Country
NuuensupoBatHan cTpana cBuita

Normative Document
HopmaTtuanan JokymeHTayuA

Name and country of APl manufacturer
MNpouasoauTenly SKTHEHOR CYGoTaHLNN,
HaMMeHOBaHne, CTpaHa

Name and country of bulk and finished
product manufacturer
Npowasoaurent Ganka M roTOROH NPOAYKLMH,
HaumeHOBaKKE, CTPaHa

Batch number
Homep cepmu

Manufacturing date
Harta npoussosicTea

PIMAFUCIN® OVULA 1000 3RU
TMumadhyLuH® CYNNOIMTOPKK BarWHanLHbLIe 100 Mr Ned

: 066952

..

Natamycin
Haramnudy

Russia

-

Pocown

: M1:N013552/01-070811, variations n. 1,2,3
1 NO13552/01-070841 ¢ Wam. 1-3

&

: DSM, Netherlands
ACM, Hupepnaups

¢ Temmler ltalia S.r.l,, ltaly
Temunep Uranus, C.pJ1., Wranua

: 21G49 Batch quantity @ 18.960
Paamep cepuu
: 07-2021 Expiry date : 06-2023

Data 0XOHYAHWA CPOKE FOAHOCTH

Termrder Italla Burl,
Via dails Induslne 2

I hereby certify that all the manufacturing stages of this balch of finished product have been carried OULIN 20001 Carugaie (1)
e

full compliance with the GMP requirements of the EU and with the requiremants of the Marketing

I
Phane, +39 02 8250 341

Authorisation(s) of the destination country/countries. The balch complies with the agreed specification and rac+2m w2
0S4H00REIGegulmal

has been released by a qualified person for dispatch, sale and marketing.
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HACTORLIMM NOATOEPAGIAI0, YT BCE STaNbl NPORIBOACTES 310l CEpUM TDTOBOR NPOAYXUMM BLini BLINONHENS! B NONHOM Awnova Holding GmbH
COOTEETC BNV ¢ TpeSosanusmi GMP EC % TROGOSSHMAMY, HINOMOHRRIMM B pervcTpaunaHHoM{-six) YaocToBapeHn(-nx) 8 = i

CTPANEIGTPEHAN HBIHGBHAR,
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Certificate of Analysis
Cepruchukar ananusa

Toenmiue links 5.1, Vie dotie tndusiie 2 20081 Carugale (M) iaka

Townawp Hinnwa C.0.01 Dt Aond Vngpetpd 2 20081 Kagyrace (M) Hranum

llozo AEHOBA

. aenova
: /

Product name
Haumonosanue npoaykia

SAP number
Homep SAP

Active component
LeHcTayones seuecrac

Authorized Marketing Country
Nuuensuponasnan crpaia ¢Guira

Normative Document
Hopuaruakan [lloxymentauus

Name and country of APl manufacturer
NpouIRoQMTENE aKTHEHOH CyBCTRNUMK,
HAUMOHOBAHUE, CTPAHA

Name and country of bulk and finished
product manufacturer

Npoussogurens Ganka U roTosol NPoayKLMK,
HIMMOHOBAHKY, CTPaHA

i PIMAFUCIN® OVULA 100 3RU
Mumacdyurs® cynnosuTopiy Barunansbie 100 Mr Ned

.

.

066852

: Natamycin

Harassuip

: Russla

Poccka

.N013552/01-070611, vadalions n, 1,23
N NO13552/01-070611 ¢ Wam. 1-3

DSM, Netherlands
ACM, Hiaspnatgs

Temumler italia S.r.L., Italy

Teumnep Uramus, C.p.J, Wranws

Batch number 1 21G49 Batch quantity : 18.960
Homep cepui Paamep cepui
Manufacturing date : 07-2021 Explry date ; 08-2023
Oara nposasoacrna Lata oxonvanun Cpoka rofHOCTH
Test Item(s) Specifications Resuits Unit
Hensase(-n) Crinupsiena s Posyravaruil EAnmnyd nisepennn:
MICROBIAL ENUMERATION
MUKPOBHOMON HYECKAR UHCTOTA
TAMC $10° - ‘cfulg
O wscnd SXPIf MsOOp ARuINOE 1o Gones 10° KOE/r
TYMC 510’ ¥ clulg
m A AP RaiX W NSRRI e Gonsa 10' KOE/
STAPHYLOCOCCUS AUREUS Absent - clulg
PSEUDOMONAS AERUGINOSA Absent - clulg
PITYICTENE KOEN
CANDIDA ALBICANS Absent - <lu/g
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Test item(s) Specifications Reslits Unit
Mamuass| ) L e Peaynwrar(-m): EM00 W plsns -
APPEARANCE supposilories are lorpedo shaped  supposilories are -
form, from while with a yellowish'tint torpedo shaped
to light yellow with a brown tint colour form,
Cynnosmrogm.
OTMCAH Cy s TUpeRy hopwt of Benoeo ;
i ————————r | Kwtliswila
colour
OF Sanond ¢ mervonaTaid
OTTeM
o light yellow with a
brown tint colour
LBPIRD-BENIED ©
BT BT OF PO RN
ysata.
UNIFORMITY The longitudinal section must be free applicable from
of foreign malter. An airshaflora  oclober 2021
funnel-shaped cavily may be present.
QIHOPONHOC T He npogoneie CRie gonsrsl DICYTET BInaTy Fipemierani0 ¢ orrmbph 2021
| TOCTOfNNPRIE BRI, Mwn&;mm r
e ¥ ¥
AVERAGE WEIGHT >=2.504 <=2,606 2,645 g
CREANRR MICTE TYRNOISTOPHA W DTRNONEINN B MICCT
OTARALHX By PRED QT SRR MaTiL! %
DEV. > 5% OF AVERAGE WEIGHT s2 0 pes.
OTKRGH. > 5 % OT CPEAHER MACCH w,
DEV, » 7,5% OF AVERAGE WEIGHT <9 0 pes.
OTKAOH » 7,5 % OT CPERHER MACCH wr.
DISINTEGRATION 560 conforms MIN
Bpman A At apopsBLn OF W
pH >=504=65 6.2 -
WATER CONTENT 515 1.0 %
Bear
FOANM VOLUME »= 18,0 18,0 mi
Ransobpasowssng MA
PARTICLE SIZE
PAIMER UACTWL
< 25 MIGRON 3= §0 100 %
<25 MHRPOH
< 50 MICRON >= g5 100 %
* 50 MHKPOH
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Test itom{s)
Honarasaes-A}

Specifications
a_mu m——

Results.
P‘WW

Unit
E sl I pasena )

IDENTIFICATION (HPLC)
Nagnuusocrs (BIMX)

NATAMYCIN

IDENTIFICATION (TLC)
Noammmact (TCX)

NATAMYCIN

ASSAY (HPLC)
KOPMUEC TBEHHOE ONPENENEMISE (83%X)

NATAMYCIN
HATAMALMH

The retention time of the maln peak
on a chromatogram of the test
solution shall correspond to the
retention lime of the main peakon a
chromatogram of a standard solution
of natamycin

Birtaat YA G st DCHNNIONS IHGE 1S

The retention lime
of the main paak
ona
chromalogram of
the fest solution
corresponds lo the
retention time of
the main poak on a
chromatogram of a
standard solution
of natamycin

Bt Sibpmasiiones

e o Lo

Tl 1 X ¥ cranpap

The maln spot ina chromatogram of

Ahe lest solution shall correspond in

position.and colour to the main spot
in a chromatogram-of a standard
solution of natamycin

TGS 1 XpOMD T PR

The main spotina
chromatogram of
the test solution
corresponds in

position and colour

1o the main spat in
achromatogram of
‘a standard solulion
‘of patamycin.”
correct for
translation

Crosnds N 1
XPRTL ki
MR PG PR TROpE (0

»=05,0 <=106,0

LE o]
CTHOBNCARY NATIY W
CTRIGEPTHSG PRCTRIGS
R TR,

99,9

mglovule

oA RED 1O NOHIDOTSO EIMBCTBE. (MR, AUTE W DOGIRA)

sy

B oaliiden st
"

i g Pl v o

Ursewstel [0 Xorssasant Avoss [pynn
CuFlk Eas. » [iparewoipapas » Xaynt Sapus » Canes Kone »Canceko » Teuunep
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“Tomentar ok 5.1, Via delie lodastie 2 20061 Canugele (M} llasa

. aenova

flozo AEHOBA

Tosanap Hinms G.pn. Bua gene Viviyorps 2 20061 Kapytare (MH) Hram

Product name.
HausoHosanUe NpoOAyKTa

SAP number
Hosmep SAP

Active component
[eACTEYION0e BOMECTED

Authorized Marketing Country
Nuuensnposansan cTpaHa clbira

Normative Document
Hopmatuaxan [oxyMenTalka

Name and country of API manufacturer
FIPOKIBOANTEI: AXTHBHOR CYDCTaNMM,
HAUMEHOBAKNE, CTPAHA

Name and country of bulk and finished
product manufacturer _
Mpon3seoaKTent Ganka W roToBOA NPOAYKLMH,
HAMMOHOBAHMKE, CTpaHa

: PIMAFUCIN®@ OVULA 100 3RU

amadyuus® cynnoIuTopuu BarkHankHeie 100 1r Ned

: 066952

e

-

e

Natantycln
‘HarasugH
‘Russia
Potoua

N ND13552/01-070611, varlations n. 1,2,3
N NO13552/04-070611 ¢ Mam, 1-3

DSM, Netherlands
{ACM, Huaepnanasl

Temmier ltalia S.r.1., ltaly
Tomunep Wranus, C.p.J)., Uranua

Batch number 1 21G49 Batch quantlty : 18.960
Howmep cephn Paamep cepwi
Manufacturing date s 07-2021 Expiry date : 06-2023
Jara npowIsoRcTas [arta oxOHIAHWA CPOKE FOAHOCTH
Paramoter Specification ND Results (Temmler)
Nowasarenit w HAl L i ('h-_wm:.
Packaging 3 suppositories in blister formed from aluminium 3 suppositories in biister formed from aluminium foil:
foll. 1or 2 blisters along with the Instructions for 1 blister
medical use ina cardboard pack. or
o 2 blisters. Lt :
along with the Instructions for medical use in a cardboard pack,
Ynasosxa 3 CYOMOIATOPHA M3 BMOMKCSIR oMb, TWNH2 CTPHIG 3 GYNNOIMTOPHA U3 ANIMUHKBBOR (PONBII.
BUECTS C MHCTYKLMEN B KEPTOHHOR Nauxe, 21 crpun
WK
o2crpuna

BIBCTE C KHCTPYIKMeH B KAPTONHON NanKe,



Resuilts (Temmler)

Parameter Specification ND
Togiiarenu Cootnuasuna HI Pedynbratet {Tomunep)
Labelling | '
product trade name vnth waming marktng ®, international non-

pmduc;t trada name with wamtng mark%ng ®,
intamational non-proprietary name of active
substance, dosage, pharmaceutical form, baich

number, manufaciuring date, expiry date,

additionally, production codes and markings can
be applied.

s i ; company
trademark in the form of drawing of a lion with
inscription "LEO"

pmduct trada name w!th wammg marking ®
international non-proprietary name of active
substance, pharmaceulical form, dosage,
composition with indication of amount (in mg);
amount of suppositories per package, warning
inscription: “Keep out of the reach of children,”;
route of administration: "For vaginal application.
1 suppository a day."), storage canditions;

dispensing conditions; name of the conpany -

marketing authorization holder and country;
name of manufacturer, city and country, global
trade ltem number («GTIN:»); batch number {as:
*Baich:"), manufacturing date (as “Manuf. date),
expiry date (as “Best befora:"), field for barcode.
application, registration cerfificate number, Itis
possible to apply special identificalion means of
monitoring sysiem for tracing drug products for
medical use (individual serial number of trade
itomn («SN:»), two-dimensional barcode),

additionally production codes and markings -can

be applied.

tosotypo of company—manufach:rer ('LEO') and
company trademark In the form of drawing of a
lion with inscription “LEC",

proprietary name of active substance, dosage, pharmaceutical
form, batch number, manufacturing date, expiry dale, additionally,
production codes and markings are applied.

; company frademark in the

Onthe =nglish [s [ndicaled

form of dmwing of a lion with Inscription *LEQ",

pmdusi lrads riame wilh warning marktrm ®, Mtsmationai non-
proprietary name of actlve substance, pharmaceutical form,
dosage, composition with Indication of amount (in mg); amount of
supposltories per package, warning inscription: "Keep out of the
reach of children.”; route of adminjstration; “For vaginal
application. 1 suppository a day."), storage conditions; dispensing
conditions; nama of the company - marketing authorization
holder and country; name of manafacturer, city and country,
giobal trade flem number («GTIN:»}, batch number (as: “Baich:’),
manufacturing date (as "Manuf. dale:”); expiry dale (as "Best
before;”), barcode, regisiration certificate number. Identification
means of monitoring system for tracing drug products for medical
use (individual serial number of trade item (xSN:»), two-

dimenslonal barcods), additionally production codes and
markings are applied,

logqtype ot company»manufadum (‘LEO") and company
trademark In the form of drawing of a lion with Inscription "LEQ",



Parameter Specification ND Results (Temmler)
Noxazsvenn Goeynchunauun HI _ Pasynurarsi (Tewurep}
Mapkiponka

Topwm rﬁuumnne apempum ¢
npagynpeawTenEHOR Mapsuposxon @, MHH akreakoro
BOU[BCTRA; NIEXADCHRKNHYIO (POPMY, ADIHPORKY, HOMED
Gapun (a pefarun; sCepusiv), RaTy HaroTomnaHYS (B
panaiui; «flaTa uaris), opoKk TOgHOCTH {8 pepasum
eoReH 40 + "), AONGIHATENLHO MOTYT BLITh HAHECeHS!
PANHHHBIS NPONSHOACTBEHHNIA KO/bE ¥ METIH.

HBRNUCHIO KLEOD.

TW fopmwe wumue npenapara c
npaaynpeAuTEnsHol Mapxuposkol ®, MHH axinsnore
BEUECTEA; NexaPCRentyio hopMy, AOSHPOBKY, COCTaR ¢
YXajanuen KonuecTsd (B Mr), XONUYSCTBO CyNOINTOPHES
B yNaxpake; NpeAyNpEARTENLHYI0 HAANHCL: sXPaHWTS B
HBPOCTYIHOM AR fieTel MecTes, tNOCos NpHMeHEHUR (B
PeAAKUMA: ofl1A BATMHANGHGIO MPUMBHEHNA, 1
CYNNOSKTOPWHA B CYTRM.3; YCnOmMS XDAHEHWA, YonoBus
OTNYOKA, HAWAGHOBANM KOMABHUH - BABJIENLLA
PeruCYPaLMOHHOTO YROCTOBEPRHIR 1 CTPAHY;
HAUMEHOBAHWE NPOMIBOANTENS, TOPOA W CTPaHY;
rnoBansHeil WABHTHpUKALMOHHBIN HOMED TOProBoH
SAvHMUSI (B pagaiuim: «OTIN:), Homep cepwd (8
penakiua: «Copuals), ASTY UICTOBNEHUA (B penaxuwmm!
«[laTa Kar.»), CPOK FGAROCTH (B peAaKimn: «TORBH AD: )
HOME[) PErucTPaLIMONHOTO YAOCTOBEBPEHUR, MECTO ANS
HaHeCEHWS WTPIX-KOAE.

BOIMAMHO HEHECEHWE CRaLMANLHWX CPaftYs
WASHTUIMICALMA CHOTEMDI MOHUTOPMHIR JABMKEHUR
NOKAPCTReHBLIX NPENAPATOS ANA MEULIMHCKOND
NPHNEHEHUR {MHAMBUAYANbHGEN CApHirbIA HOMED
TOPrOBaR aguHingl (8 pepaxumn. «SNis, fisymephbil
wrprosol K0g), AONOMHATENEHO MOTYT GbiTh HaneGtbl
PRLTMMHBIE NPOMIBOACTBEHHLIB KO M METHY,

n ¢npuwmumm tLEO; " WMHﬁ
SHAK XOMNaHAM B BYALe PUCyHKa NaBa 6 Hagnuoek «LEQD,

TOProR0S mmmmm npempa‘!& c npagwmamnbmﬁ MEpKADORKOH 8,
MHH axruguoro sewjecsa; nexapcaennyio HOPMY, A0BHPOBKY; HOMSP Cepuy,
AATY USTOTORNBHIA, CPOK, AONONHUTENRAO MOTYT BbTh HAHECEHLI PAINMUHBIS
TIPOMIROACTBEHHWE KORBI U METHH.

; thupmakHuil SHBK KOMNAHAY B BRAe

i y X8 Ya3akg: Toprosoe HanMEHOBEHKE
nwmcnmymummoﬁ mmpuoﬁ @, MHH axrvisHoro seiecTsa;
nexapcasHHan GOpME, 4OIMPOBKA; COCTAB G YKBINHEM KONMHeCTsa (8 Mr),
WOIMNECTBO CYTNAINTOPWER B YTIGKDEKS, NPRAYNPEAMTAITEHER HENUCH:
«XpaHuTe B HOQOCTYIHHOM ANs AeTell MecTen, ¢nocol npuamerenns (B
peaami: oflf1A BAMABIBHOTD NpniManaus, 1 cynnoanTopwil B GYTRI»;
YCNOBWA XPAHEHMA, YCNOSUA OTNYCKA, HAUMBHOBSHAS KOMNAHWY - BNARBbUS
PEIMCTPAIMOHHOTO YAOCTORBPEHIUA W CTRAHR; HAWMENOBAHWE NPOMSBOANTEIN,
ropop ¥ cTpasa; rolanshbi mmmumm HOMED TOProRal equHiLbl
(8 penanjua: «GTIN:»), HoMED cepiu (B peraiym: sCepuR:n), AaTy
HaroToBREeHys (B pAAAUIAW; «flaTa uar. e], CHOK CORMDCTY (B pefaMw: «logen
A0, HOMED DErUCTRALMOHHONG YACGTOBEPENS, WTPHX-KOA.

HaneceHu! clieUManbbie CRaACTEA WIGHTH(DMEALMM CUCTEMEI MOHMTOPHATA

NEXaPCTBOHHLIX NIPENAPATOB ATA MOAWLIKHCKONO NPHMEHEHWS

 Asvoxenus
(MHARBAAYANLHBIN CRpUilNbLl HOMEp TOProBOR BAUKALIb: (B peaaKn: «SN:»,

ABYMEPHBII LITPUx0B0i X04,), NPOUSBOACTBEHHLIG KOAB H METKH,

umm.uum d.&‘m o cbupuem«uiam mmmm B BB pmmnua ]
HAMACHI0 «LEQy,
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Parameter Specification ND. Results (Temmler)
TNosazarenic Cosgpihusuaign Hf| PedyshTaths (Tomsnep)
Shelf-Life 2 years Mlg. date; 0721
Exp. date; 0623
Cpoxropsecry 2 rofa. Barawar.: 07 21
Tonen ap: 0623
Storage not above 25°C Complies, not above 25°C.
Conditions
Xpanenue Mpu Temnepatype He seiiue 25°C. CootaercTayer. [pw Temneparype He bhiuie 25°C,
Quadied Peson: fnama, dus and tinsiure) YIOnausssuos NHUD N0 KEYSCTEY; (e, AGTR I HOAMER)

Hinmsiud Fpynni sosnaniii Aswosa pynn

ww.mmalgwqmmr /

CuMusEas, v iparanotpapat « XayaT Gapasa » Crosce Kang Chuecio: s Tomsnen
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