. aenova

Temmier talia S r.. Via deile Industie 2 20061 Carugate (MI) italla Nozo AEHOBA

Temwunep Wianua C.p.n. Bua pana Wnpycrpy 2 20081 Kapyrate (MK) Wranua

Product name . PIMAFUCIN® OVULA 100 OTC 2X3 RU

HaumeHoRaHWe npoaykTa NumadpyuuH® cynnoanTopuu parunanbHbie 100 mMr Ne6

SAP number . 066953

Howmep SAP

Active component . Natamycin

[eAcTByiOUiee BEWECTBO HaTamMuuuH

Authorized Marketing Country : Russia

MULien3MpoBarHan cTpana cBhita Pocorn

Normative Document .+ [1N013552/01-070611, variations n. 1,2,3

HopmarusHan [OKyMeHTaluA 11 NO13552/01-070611 ¢ Wam. 1-3

Name and country of API manufacturer DSM, Netherlands
MpousBoanTeNt AKTUBHOM cyBGCTanLny,

HauMMeHoBakKe, cTpaia ACM. Huaepiiatas!

Name and country of bulk and finished
product manufacturer

MponasoauTent Banka W roToBONA NPOAYKLAN,
HauMmeHoBaHue, CTpaHa

Temmler italia S.r.l., ltaly

Temmnep Uranus, G.p.J1., NTan4a

Batch quantity

Paamep cepuu

Batch number 1 22A47
Homep cepuu

01-2022 Expiry date

Manufacturing date

fara npon3BRoacTaa [laTa OKOH'AHKA CPOKA FORHOCTH

: 9.600

1 12-2023

| hereby ceriify 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 batch complies with the agreed specification and
has been released by a qualified person for dispatch, sale and marketing.

HacToALMM NOATBEPKAAID, HTO BCE ATanb! npou3BoaACTBa 3TOW Cepuu roToBOH NPOAYKLMH BblAW BLINOMHEHL! B NONHOM
COOTBETCTBIM € TPEBOBaHUAMK GMP EC 1 TpeGoBaHusiMy, M3NOKEHHbIMA B peruc&’palmohuou(-wx) yn.oc'roaepenmu(mx} B

cTpaHe/cTpaHax HasHaueHna.
Cepun cooTBETCTBYET cornacoBanHol cneuvdukalun 1 Gbina sbinylieHd VTIOTHOMOYEHHBIM NULIOM RO KauecTBy ANA

AanbHedwen oTRPaBKK, NPOAAXA U paamellenus Ha puiHKe.

Temmler Italia S.r.l.

Via delie Induslrie 2

20061 Carugate (M)

Italia

Phone: +39 02 9250 341

Fax: +39 U2 9250 3422
05348060963n@legalmailit
W, aenNova-group.com

R.E.A Mi-1814493

Marco Falzolgher

Presidente ed Amministralore Delegato
CF e Regisiro imprese di Milano
05348880963

Capltale Sociale

EUR 5.510.000 Lv.

soggelta a direzione e
coordinamento da parte di
Aenova Holding GmbH

Temmnep Wranma C.p.n.

Bua penne MHaycTpw 2 20081 Kapyrare
(MI1) Wranus

Ten. ; +39 02 9250 341

daxc: 439 02 9250 3422
05348860963ri@legalmail.it

Wi, ABN0VA-Jroup.com

R.E.A MI-814483

Mapko ®ansiionrep

MpeawaeHy

3apervcTpMpoBaH B KOMMEPHBCKOM
pemucipe . Munax 05346880963
ycrastod kanuTan 5.510.000 EBPO

IPK YCNORWM YPABN@HMS M KODPAKHALMA
co GTOpoHB! AeHona Xonaukr TMBX

o
¢
SRR OOV Qroup.com
o :‘.\'r"‘w‘
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Certificate of Analysis
Ceptudhukar aHanuaa

-aenova

Temmier Nalia S.r.1, Via delie Industrie 2 20061 Carugate (Mi) ltalia Jloeo AEHOBA

Temmnep Wranaa C.p.n. Bua nene Mugycipy 2 20061 Kapyrate (MH) Wranus

Product name

HaumeHoBaHune npoaykTa

SAP number
Homep SAP

Active component
[encraeyiollee BewecTso

Authorized Marketing Country

MuiieH3anpoBaKHan cTpaHa cbkiTa

Normative Document

Hopmarusxan [JokyMeHTauus

Name and country of APl manufacturer

Mpousnoautens aKTUBHOM cyBCTaHUMHK,
HauMeHOBaHWe, cTpaHa

Name and country of bulk and finished

product manufacturer
NpounssoguTent 6anka roToBOM NpoayKumy,
HauMmeHOBaHue, CTpana

Batch number
Homep cepuu

Manufacturing date
[arva npou3soacTaa

Test Item(s)
Henuitanne(-s)

. PIMAFUCIN® OVULA 100 OTC 2X3RU

MumadyLmi® CynnosuTopui BarkHankibie 100 Mr Neb

. 066953

Natamycin

HaramuuuH

: Russia

Poceun

I N013552/01-070611, variations n. 1,2,3
I N013552/01-070611 ¢ W3m. 1-3

: DSM, Netherlands

[CM, Hupepnaugbl

Temmiler ltalia S.r.1., ltaly

Temmnep Uranus, C.p.J1., Atanua

1 22A47 Batch quantity : 9.600

Pasmep cepun

: 01-2022 Expiry date : 12-2023

Jata oKOHYaHuA CPOKA FrOAHOCTH

Specifications Results Unit

Cneudthukayus: Peaynurar(-bi):

Eaununia Mamopenn:

MICROBIAL ENUMERATION
MUKPOBUONOTUYECKAS UUCTOTA

TAMC

Obuyee wucno aspobHbIX MIKPOOPraHiIMos

TYMC
DBues YUCNO |POXOKEBLIX W NNECHEBLIX
rpuGon

STAPHYLOCOCCUS AUREUS

PSEUDOMONAS AERUGINOSA

CANDIDA ALBICANS

<10 - cfulg
e Gonea 107 KOE/r
<10’ - cfulg
e 6onee 10" KOE/
Absent - cfulg
orcyrcreue KOFE!r
Absent - cfulg
orcyTeTane KOEfr
Absent - cfulg

orcyTeTave KOEK




Test Item(s)

Henuiranne(-n)

Specifications

Creyudprkargn:

Results

Poaynurat({-ni):

Unit

Enunuua uamMepeHmnn:

APPEARANCE

OMUCAHUE

UNIFORMITY

OAHOPOAHOCTL

AVERAGE WEIGHT

cﬂa,ﬂﬂﬂﬁ Macea CYNoINTOPHRA H OTHADHEHIA B macce
orTAenbHLIX CYNMOIMTOpHED OT Cn&ﬂ“eﬁ Macceul

DEV. > 5% OF AVERAGE WEIGHT
QTKNOH. > 5 % OT CPE[HEN MACChI

DEV. » 7,5% OF AVERAGE WEIGHT

OTKIIOH. > 7.5 % OT CPE[JHEA MACCht

DISINTEGRATION

BpeMn NONHOM Jed)opMalin CYANo3NTephA

pH

WATER CONTENT

Bopa

FOAN VOLUME

Menoobpasonatne

PARTICLE SIZE

PAIMEP YACTULL

<25 MICRON

< 25 MAKPOH

< 50 MICRON

< 50 MUKPOH

suppositories are torpedo shaped
form, from white with a yellowish tint
to light yellow with a brown tint colour

Cy opui Yop! i popmil or Benore ¢
HENTOBATEIM CTTEHKON 10 CEETNO-KENTHO C
KOPUHHBBATHIM OTTEH-KOM LaeTa,

The longitudinal section must be free
of foreign matter. An air shaft or a
funnei-shaped cavity may be present.

Ha NpoACNbHOM Cpeae [OMKbLI OTCYTCT-B0RATL
nacTopoHHue Brniouesus. [lonyc-xaeTes Hanwiue
BOINYLIHOTG CTEPMHA UNU BOPOHKOOBPaIHOTD
yriyGnerus.

»=2 504 <=2,606

=60

>=50<=65

>=18,0

>= 80

>= 95

suppositories are
torpedo shaped

form,
Cynnoaropud

TOPNEAOBUAHOH (POPMLL
i white with a
yellowish tint

colour
ot Benora ¢ ¥enTosatei

OTTEHKOM
o light yellow with a

brown tint colour
CBATNO-MENTOMO C
KOPWYHOBATLIM OTTEH-KOM
1jaera.

The longitudinal
section is free of

foreign matter.
Ha npoponstom cpele
OTCYTCT-BYIOT NOCTOPOHEUE

BRIHOYEHNA,
o an air shaft

MIMBETCA BOJ/YLLIHLI
CTEPHEHS WA
- funnel-shaped
cavity

is present
soporxootpanore
yrnybnexue

2,537

conforms

59

0.7

250

100

100

¥
IR

pes.

pes.

MIN

MWH

%

ml
Mil

%

%



Test Item(s) Specifications Results Unit

UcnbiTanme(-s) Cneyngurayun: Paaynbrar(-si): EQHHNLA HIMEPEHKAT
IDENTIFICATION (HPLC)
NoanunHocrb (BIHX)
NATAMYCIN The retention time of the main peak The retention time
on a chromatogram of the test of the main peak
solution shall correspond to the ona

retention time of the main peak on a chromatogram of

chromatogram of a standard solution the test solution

of natamycin corresponds to the
retention time of
the main peak on a
chromatogram of a
standard solution

of natamycin
Haramuumk Bpess yAEPHHBAHIA OCHOBHOTO Nika Ha Bpems yASPKHBEHWA
ZPGMETOFPHMMB HCNBITYEMOro pacTeopa AORFHO OCHOBHOrO NKa HA
COOTBETCTHOBATL BPEMEHH yaeprmaatua OCHORHOTO XPOMATOr panme
MMKA HB XPOMATOrPaMME cTauaapTHOro pacraopa WMENBITYEMOIO pacTeopa
HaramaymHa. COOTRETCTRYET BPEMaHA

YABPHUBAHWA OCHOBHOMD
NUKA HA XPOMATOrPAMME
CTAHZAPTHOFO pacTsopa

HATAMULWHE.

IDENTIFICATION (TLC)

NoganHHocTb (TCX)

NATAMYCIN The main spot in a chromatogram of The main spotina
the test solution shall correspond in  chromatogram of
position and colour to the main spot  the test solution
in a chromatogram of a standard corresponds in
solution of natamycin position and colour

to the main spot in
a chromatogram of
a standard solution
of natamycin."
correct for
translation

HatamupH OCHOBHO® NATHO HA XPOMATOIPAMME HCIIbITYESMOr0 (OCHOBHCE NATHO HA
pacTacpa no NONOXEHKIo 1 ypery AONNHO XPOMATOrPAtNE
cooTBeTCTRORATE 0T fIATHY Ha Xpam ¥ WMCNLITY@MOro PacTeopa no
pacTsopa CTaHADPTHOMO pacTaopa HaTAMULMHA. NONOMEHWIO U LBETY

COOTEATCTBOBYET

QCHOBHOMY NATHY H
XPOMATOrpANNA paCcTEOpa

CTaHABPTHOTO PacTBOPa
HaTamuyvHa,

ASSAY (HPLC)
KONMMWYECTBEHHOE ONPEAENEHHE (BINX)
NATAMYCIN >=95,0 <=105,0 100,5 mg/ovule
HATAMWLH MricyrinoanTopuit
Release Date: 31/01/2022
[lava BeInycya:
Quality Control Manager: (name, dale and sfgnatire) Meneaxep N0 KONTPO/MO KauecTsa. {wmn, paTa 1 NOAMHCH)

- [TALIA St
TEMM‘EEL% Ciambroné
atrol Manager 0

P IAN 00 XX00 £ 8
D01 dopy

5 Ay, www.ﬂumwuﬁﬁ&ﬁunun

* - . »
by, 100 WA T A

R TTIT T

gt Tpynis Komnanui Acriona Fpynn

CinMiLEn, » fiparesothaphs * Xaynr @apua * Cance Konc * CauccKo * Teusnep




Temmier talia S.rl. Via delle Industde 2 20061 Carugate (M) talia

Temmnep Vitanua C.p.n. Bua aene UuaycTpu 2 20081 Kapyrare (MW} Uranus

Nozo AEHOBA

Product name
HaumeHoBaHwe NpoayKTa

SAP number . 066953
Homep SAP

Active component . Natamycin
[leWcTRylOU@E BEUWECTBO HaTamuumt
Authorized Marketing Country Russia
NuLieH3MponarHan cTpaHa cobita Poccua

Normative Document

Hopmarupnasn [lokyMeHTaLWs

Name and country of APl manufacturer
MpouasoawTent akTMBHOW cybBoTanuuy,

HauMmeHoBanue, CTpaHa ACM, Hupepnanae!

Name and country of bulk and finished

product manufacturer
MpovssoauTent Banka u rOTOBO# NPOAYKUWH,
HaumeHOBaHwe, cTpada

Batch number . 22A47

Homep cepnu

Manufacturing date 01-2022

Nara npon3soacTea

1 DSM, Netherlands

. PIMAFUCIN® OVULA 100 OTC 2X3RU
MNuMadyunH® cynnosuTopKki BarnHanohbie 100 mr Ne6

I NO13552/01-070611, variations n. 1,2,3
11 NO13552/01-070611 ¢ Uam. 1-3

: Temmler ltalia S.r.l,, Italy

Temmnep Uranus, C.p.0L, Wranuwa

Batch quantity : 9.600
Pa3mep cepuu

Expiry date : 12-2023

[lata OKOHUAHWA CPOKA F'OJHOCTH

Parameter Specification ND Results (Temmler)
Moxazayeny Cneungmraunn HE Peaynbvaril (Temmnep)
Packaging 3 suppositories in blister formed from aluminium 3 suppositories in blister formed from aluminium foil:
foil. 1or 2 blisters along with the Instructions for o 1 blister
medical use in a cardboard pack. or
i 2 blisters
“ along with the Instructions for medical use in a cardboard pack.
YnakoBka 3 CynnoanTopuA u3 anoMUHreBoi donsri. 1 UNK2 cTpuna 3 cynnoanTopus Ua ANIOMUHEBO (hONbIY,

BMECTE C WHCTPYKUVedt B KapTOHHOM nauke.

o1crpun e
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Parameter Specification ND Results (Temmler)
MNokalaTent Creuud HA Poaynurave: (Temmnep)
Labelling On the blister in Russian indicale; On the blister in Russian are indicated:

product trade name with warning marking ®,
international non-proprietary name of active
substance, dosage, pharmaceutical form, batch
number, manufacturing date, expiry date,
additionally, production codes and markings can
be applied.

On the blister in English indicate: company
trademark in the form of drawing of a lion with
inscription "LEO".

On Ihe cardboard pack in Russian indicate:
product frade name with warning marking ®,
international non-proprietary name of active
substance, pharmaceutical 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 conditions,
dispensing conditions; name of the company -
marketing authorization holder and country;
name of manufacturer, city and country, global
trade item number («GTIN:»), batch number (as:
“Batch:"), manufacturing date (as “Manuf. date:"),
expiry date (as “Best before:"), field for barcode
application, registration certificate number. Itis
possible to apply special identification means of
monitoring system for tracing drug products for
medical use (individual serial number of trade
item («SN:»), two-dimensional barcode),
additionally production codes and markings can
be applied.

On the cardboard pack in English indicate:

logotype of company-manufacturer ("LEQ") and
company trademark in the form of drawing of a
lion with inscription "LEO".

product trade name with warning marking ®, international non-
proprietary name of active substance, dosage, pharmaceutical
form, batch number, manufacturing date, expiry date, additionally,
production codes and markings are applied.

On the blister in English is indicaled: company trademark in the
form of drawing of a lion with inscription “LEO".

On the cardboard pack in Russian are indicated:

product trade name with warning marking ®, international non-
proprietary name of active substance, pharmaceutical form,
dosage, compoasition 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 conditions; dispensing
conditions; name of the company - marketing authorization
holder and country; name of manufacturer, city and country,
global trade item number («GTIN:»), batch number (as: "Batch"),
manufacturing date (as "Manuf. date"), expiry date (as "Best
before:"), barcode, registration certificate number. Identification
means of monitoring system for tracing drug products for medical
use (individual serial number of trade item («SN:»), two-
dimensional barcode), additionally production codes and
markings are applied.

On the cardboard pack in English is indicaled:
logotype of company-manufacturer ("LEO") and company

trademark in the form of drawing of a lion with inscription “LEO",
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Results (Temmler)

Parameter Specification ND
Noxasareny Cneuucpuraumn HIL PeayneTatul (Temunep)
MapkupoBKa Ha cmplne Ha PYCCKOM f3blKe YKa3blsalom: Ha cmpune Ha pycckoM A3IbIKE yKa3aHo!

ToproBoe HavuMeHoBaHue npenapara ¢
npenynpenmenbuuﬁ mapxuposko? ®, MHH akTusHoro
BEWeCTBa, NeKapCBEHHYI0 (hOpMY, AOIMPOBKY, HoMep
cepuy (B peaakLnmu: «Cepusin), AATY HITOTOBNBHWA (8
peaakyw: «/lata uar. %), CPOK TOAHOCTH (B peaaxuun:
«lopeH 10} ), ONONHUTENBHO MOMYT OhiTb HaHECEHb!
pasnuuHLIe NPOK3BOACTBEHHEIR KOA\BH M METKM.

Ha cmpune Ha aHanuickoM RIbIKE VKa3bIeaiam:
pUPMEHHBI 3HAK KOMIIaHWW B BUAG pUCYHKE N1bBa G
Hagnucblo «LEO».

Ha xapmonHoil nauxe Ha pYCCKOM A3bIKE YKaIbIBAIOM:
ToproBog TOProBOE HAUMEHOBaHHe npenapara ¢
npeAynpeanTenbHoR mapkuposkoh ®, MHH akTuBHOMO
pelLecTa; NekapcasHHyio opmy, [,03VPOBKY, COCTaB C
ykazaHvem Konu4ecTsa (8 Mr), KONMYECTBO CYNNOSKTOPUED
B yNaxpeKe; NPeAynpepuTenbHyio HAANUCD. ¢APaHUTL B
HEAOCTYNHOM AN ABTER MecTen, cnocob npameHeHis (B
peaakuun: «[lns BaruHansHoro npumeHenvs. 1
CYNNO3UTOPMIt B CYTKK.»; YCNIOBUA XpaHeHus, ycnosua
0T1IyCKa, HAMMEHOBAHWE KOMNAHWH - Bnapensua
PErMCTPaLOHHONO YAOCTOBEPEHUA U CTPaHy,
HAUMEHOBAHKE NPOMIBOANTENS, TOPOJL U CTPaHY,
rnoBanbHbii uaeHTUqIMKALKOHHBIR HOMEp TOPrOBOA
eAvHULDb! (B PeAaKUAN. «GTIN:»), HOMEp Cepui (8
penaxunn; «Cepus:»), AaTy W3roTOBNEHUA (B peAakUMA
«[laTa War.:»), CPOK FoOfHOCTH (B pepakuvn: «FopeHs Ao : 9,
HOMEp PErUcTPaLiMoHHON0 YAOCTOBEPEHHA, MECTO ANA
HaHeCeHus LWITPUX-KOAE.

BO3MOXHO HAHECEHHE CheluarnbHbix CpeacTs
WAEHTU(VKELMM CUCTEME] MOHUTOPUHIA ABWKEHNA
nexapeTBEHHBIX NpenapaTos ANs ME/IWLUHCKOrO
npUMeHeHus (MHAMBUAYaNLHEIA cepuitHslil Homep
TOProBoA eAnHLb! (B PEAAKLIHK: «SN:», ABYMEPHbIA
wirpyxosoit KOA,), AONONHUTENBHO MOFyT ObiTh HaHeCeHb!
PasnMIHbIE NPOMIBOACTBEHHBIE KOABT U METKH.

Ha KapImoHHOt Nayxe Ha aa KoM A3bike Ykaiblealom.
NOroTUN HUPMbI-NPONSBOAUTENR «LEO» 1t thupMeHHbIA
3HAK KOMNAHUKM B BALE PUCYHKE NbBa C HAANMCbIO «LEO».

ToproBoe HaumeHoBaHWe npenapara ¢ npep,yﬂpennrenhnnﬁ Mapkapoekoi @,
MHH aKTWBHOIC BelLecTea; NekapcaeHHyio chopmy, ROIMPOBKY, HOMEp Cepun,
naTy U3roTOBNEHUA, CPOK, LOMONHUTENEHO MOTYT 6bITh HAHECEHD! PasnyyHble
NpOM3BOACTEEHHBIE KOA! U METKM.

Ha cmpune Ha aHanuiicKkom A3bIKe yKa3aH: chupMeHHbli 3HAK KOMNAHWH B BUAS
PUCYHKE NbBd C HAANMCHIO «LEO».

Ha_xapmoHHOL NavkK CCKOM 513b a3an0; TOProsoe HaMMEeHOBAHNWE
npenapaTac npenynpenwrenhnoﬁ mapkupoarol ®, MHH akTUBHOrQ BELecTsa;
nekapcseHHan dopMa, AC3NPOBKa; cocTan C yKasaHueM Konuiectsa (B Mr),
KONWUECTBO CYNMO3UTOPUEB B YNAKPBKe, npeAyNPeANTENEHAR HAANUCS:
«XpaHnTb B HEAOCTYNHOM ANA peteil MecTe», cnocol NpUMEHeHnA (8
peaakuun: «Ans sarvHanbHoro npuMeHenms. 1 CYNMOSUTOPHIA B CYTIAR;
YCNOBMA XpAHEHUs, YCNOBUA OTNYCKa, HauMeHoBanve KomnaHuy - Bnajensua
PEervcTpaLMoNHOro yAOCTOBEPEHNA 1 CTpaHa; HauMeHoBaHWe MPON3BOAUTENA,
rOpoji ¥ CTPaHa; rnoGanbHB WAEHTU(PUKALMOHHBIA HOMEP TOProOBOW BAUHULb!
(B peaakuum; «GTIN:»), HOMEP Cepwi (8 PEAAKLA. «Cepwnsi»), AaTyY
WaroToBNEHUs (B peaakLnn: «[laTa war..»), CpOK TOfHOCTY (B pepakumm. «lopeH
o "), Homep PErUCTPaLMOHHOM YAOCTOBEPEHHA, WTPUX-KOL.

HaHeceHb! cneynansHbie CpeacTsa WABHTVMKALIAK CHCTEMb! MOHWTOPUHIA
ABWHEHWR NEKApCTBEHHbIX NPenapaTtos ANA MEANLMHCKOrO NPAMEHEHWUA
(wHAMBKAYaTbHBIA cepwitHbld Homep TOproBoi EfUHALb! (B PEAAKLMA. «SNix,
/BYMEPHBi LITPUXOBOR KOA,), MPOV3BOACTBEHHLIE KOALI W METKA.

KapmorHo(l nayl ickom S13kike yKadakbl, NoroTun HHUpMBl-
nponasoputens «LEO» u chUpMEHHBIA SHEK KOMNaHWW B BUAE pUCyHKa NbBa ©
HaAMCHo «LEO».
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Parameter Specification ND Results (Temmler)
Nokazaresis Cneyudhuxausn HLL Peaynbtatit (Temmnep)
Shelf-Life 2 years Mfg. date: 0122
Exp. date; 1223
CPOK rofHoCTH 2 ropa. PAava uar.: 0122
Fonex po: 1223

Storage
Conditions
XpaHehue

not above 25°C

Ipu Temnepatype He Bile 25°C.

Complies, not above 25°C,

Cooteetcrayer. [pu Temneparype He Bbille 25°C,

Qualified Person; (name, date and signature)

YIOrHOMONEHHOS NLIO 110 KaYECTBY: (NS, AATa ¥ NOANKCE)
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