Taenmler latia 5.01, Via delis Indusiie 2 20061 Cangale (M) Hala

Jllozo AEHOBA

Towasnap Hranua C.pn. Bea gane Wigyorps 2 20001 Kapyrare (M) Mrama

Product name
HannMeHOoBaHWE NPOAYKTE

SAP number
Homep SAP

Active component
AeficTeyiouee BOWSCTRO

Authorized Marketing Country
TNuueHIKPOBAHHAR CTPANA COLITa

Normative Document
-HDpMITHIHMI ﬂﬁmm’lﬁﬁﬂ

Name and country of APl manufacturer
MposdpoanTens akThanol CyGcTaning,
HAMMEHOBANKE, CTPaNa

Name and country of bulk and finished

e

N

..

PIMAFUCIN® OVULA 100 OTC 2X3RU

Numahyuns® cynnoIuTopny BaraHanstsie 100 mrNb

066953

Natamycin
Harammupar

Russia
Poccus:

: 1 N013552/01-070611, variations n. 1,2,3

-

1 NO13562/01-070811 ¢ Mam. 1-3

‘DSM, Netherlands

HACM, H¥pepnangsl

product manufacturer Tammier ltalia S.r.L., ltaly
Mpouasogurens Ganka ¥ FroToBol NPOLYKUMH, i .
HanuMeHOBAHME, CTPAHA Tammnap Vranus, C.p.J1., Uranus
Batch number 4 21H17 Batch quantity : 8.360
Hosmep cepuu Pasmep copun
‘Manufacturing date 1 08-2021 Expiry date : 07-2023
fava nponisoncrea [ata oxoHvaHI CPOKE FOAHOCTH
Tormnier Bally S.7.1,
I hereby certify that all the manufacturing stages of this batch of finishied product have been carried OULIN  Jast Cagee il
full compliance with the GMP requirements of the EU and with the requiremants.of the Marketing _ okt i
Authorisation(s) of the destination country/countries. The batch complies with the agreed spacification and  fuc +0 0z s280 3422
has been released by a qualified person for dispatch, sale and marketing. i
REA MI-1814493
Prasidenie 8 Aminiswatory Debegato
CF @& Regieyro Impress df Miano
(05340680863
Capiiate Souisly
EUR 5.510.000 1y,
it da yaie 8
HacTomuyus NOATBEPAAN, HTO BOS STAML NPOKIBIACTER FT08 CHPHI TOTODBOM PPARYKIHH Siri BEINOIHEHL! B.NONHOM Asoiva Holding
COOTAETCT MM c'fpmm GMP EC 1 TpeGonanvaui, HaN0ReNNLIMMT B DOTHCTPALHOHHOM(-bIY) YOCTOBRPEMMN(-AX) B 1 b
CTPEHE/CTPAHAK HATHEHOHMA, mam‘ ,'”'w"'
Cepun CooTBETCTEYET COTNBCOBHHOR CNEUMpHEALItY i GhiNg BLITYLLOHS YIOIHOMOUSHHBIM NIULIOM N0 Ka4OCTBY ANA (M) Wraman
AaneRwes OTAPMMEH, NPOARNHN W PAIMBLIGHWR HE Phiike, mm&%

REA M 814463

Vivasiseriaoei st NIO 110 KENSCTRY, (43, AATA W DORNEEN)

Ve .
P P s Bl b Rt i ¥ i R

i j{.ﬁtll"m

Mananid (e eossann Avsons My
‘Cu.LEn, * perenodapu + Xayar @apaa-» Cunce Kanc » Coucelto s Tommnap-

denova



Certificate of Analysis
Ceprudukar aHanusa

Tmmam\hm'mam1m@u) [

Tlozo AEHOBA

Tosnvep Hrama C.pn. Bue Jene Mrtyetpm 2 20061 Kapyrare (W) Hianes

daenova

Product name
Hawsmenonanue npogyxra

SAP number
Homep SAP

Active component
BeficTByiou0e BRUE@CTEO

Authorized Marketing Country
Nuuenanposannen crpana cObita

Normative Document
Hopmatunan JokymenTausa

Name and country of APl manufacturer
Npewasoanrant arusHol cyGEranuw,
HAKMOHOHAHKG, CTPANHA

Name and country of bulk and finishad

.
.

.
.

.

.
.

.

PIMAFUCING OVULA 100 OTC 2X3RU

Nusmadyusn® cynnoauTopny BarwHambimie 100 mrNag

066953

Natamycin
Harauuymn

Russia
Poccun

M N013552/01-070611, variations n. 1,2,3
MN013552/01-070611 ¢ Wawt. 1-3

DSM;, Netharlands.
ACM, Husepnangsl

product manufacturer * Temmier ltalla Sir.L, ltaly

Nponasoauresnt Ganka k roTosol NRoAYKIMK, o i

HEAMMEHONSNYE, CTORHA Temunep Hranws, C.p.0., Wranua

Batch number 1 21H17 Batch quantity : 9.360

Howmep cepuu Padmep capun

Manufacturing date + 08-2021 Expiry date ; 07-2023

Bara nponssancrea Hlara oxoHYaHUE CPONE rOANOCTH

Test ltem(s) Specificati Resuits. Unit

W.g) Crnscpedmesigm: Pn,mbu_ﬂ-n.ax E fppmeinill b anetpe s

MICROBIAL ENUMERATION

MUKPOBHONOMMYECKAR YACTOTA

TAMC <10* <10 cfulg

Lo T n—— e anee 107 KOE

TYMC s10° <10 clulg

Oﬁ-l! NG Rpasetiie H e Cnee e M_ml KIEN

STAPHYLOCOCCUS AUREUS Absent Absent clulg

PSEUDOMONAS AERUGINOSA Absent Absent clulg
orcynCtasg Ontyrctmpor KOl

CANDIDA ALBICANS Absent Absent cfulg
orcyTCIsNe Orcyrerepor KOEX
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Test ltem(s) Specifications Results Unit
Honprranusi#) Oreunditaiiun: Peoynerart-uif Enmmit usssopomen:
APPEARANCE supposilories are torpedo shaped  suppositories are -
form, from while with a yellowish tint torpedo shaped
to light yellow with & brawn fint colour form,
Cyrmasatopus
= e TOPIAOBMGHGS opase
u;ﬂ&;ln;vvnﬁm;mvm;’lu 2 Kwhite with a
TOPIERTRALINGL XY B QpeT yellowlsh fint
colour
o7 Sentia ¢ MENTOSATHM
DTTRusON
o light ysllow with a
brown tint colour
CHPTROMeN TN C
ROPSriMBa8Tbisd OTTSH-KOM
ysera.
UNIFORMITY The longitudinal section must be free applicable from =
of foreign matter. An alrshaftora  oglober 2021
funnel-shaped cavity may be present.
QANOPORHOCTE Ha Do o cpmm:uu QICYICT-R08aTE Tipwisdeiiug o garnbps 2021
m_n ¥ r
yrrryBanema,
AVERAGE WEIGHT >=2.504 <=2,606 2,646 g
Cpaguan LaG0R BYNNOIRTGRWN i OTHIGHEIMS B MALGH
OTRAMIHAK SYNAIOINTIPEES OT CPROLHA MICTR i
DEV. » 5% OF AVERAGE WEIGHT £2 0 pes,
OTKNOH, 5 % OT CPEHER MACCHI ure,
DEV. > 7,5% OF AVERAGE WEIGHT <1 0 pcs
OTKNOH. » 7.5 % OT CPEQHEN MACCH um.
DISINTEGRATION <60 conforms MIN
Bpaus patpop o po M
pH >=50<=65 8,6 .
WATER CONTENT 51,5 038 %
Boga
FOQAM VOLUME >= 18,0 220 m
Menoobpasonamme Mn
PARTICLE SIZE
PASMEP YACTML
< 25 MICRON >= 80 100 %
< 25 MMKPOH
<50 MICRON >=95 100 %

« 50 MAXPOH




Test item(s) ‘Specifications Resulis Unit

Heaimmeln) Crmumdmsnpn: Peayoutatoay Enpmnais mssspmisan;
IDENTIFIGATION (HPLC)
NopawnnocTs (BIMX)
NATAMYCIN The relention fime of the maln 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 ona chromatogram of
chromatogram of a standard solution the lest solution

of natamycin corresponds to the
retention time of
the main peak on &
chromatogram of a
standard solution
of natamygin
Hatosampan Dras pRepacdiol 9LHOI-ND Ned HE Dpawn yaspmmaaren
COGTRRICIBORATI R ¥ YRPpaasa RN & p -
Tl X ¥ CAHPTROED PACTIOP HCDMTYHMOID pa.
R, N SR TCTEET SPEMINY
YASpRsi O DB O
THER 1A RECSTOE primasnd
CrAMASpTnD pRctecp
HBT SR,
IDENTIFICATION (TLC)
Mopnussocry (TCX)
NATAMYCIN The main spot in & chromalogram of The mainspotina -
the test solution shall corréspond in  chromatogram of
position and colour to the main spot  the test solution
ina chromatogran of a standard corresponds in
solution of natamycin posilion and colour
{o the main spotin
a chromatogram of
a standard solution
of nalamycin."
correct for
translation
Hatasmepit o na HE X P Wormt e Otnossos tered Ha
PAGTIOPS NG W BTy A XPOMBTOIPME
LU TG SORATY, OCHOBOMY NWTry HE X P ¥ pacTsupe no.
pacraop PTHOLS PaCIRUR s W ysary
COUT BTN RO eT
MDY VAT HE
APOSLETOMRAMAR PRCTROPR
CTBRRAPTHONS PacT Bopa
1 s,
ASSAY (HPLC)
KONHHECTBEHHOE ONPEAENEHAE (BAKK)
NATAMYCIN: >=05.0<=105,0 100,98 mglovule
HATAMUPH| M feywonmopeh
Release Date: oaiggra021
Rata wasmyoea;
MGMWMMNM g ne (MR, R ET U PGAICH)
‘=MMLER ITALIA S.rl. T
: ablo Ciambrone L “'”"ﬁm.
Qedlity)y Control Mai‘;aaﬂf : L
42
W31 29004
Hnesi rpyons sosnam Aevess |pyon

CiTitBat « fparesadaput « Xayra Gaps » Cunet Koas « Campeko + Tesmnop -



Temmibsr Wniis S.r1 Via debly tndusirie 2 20061 Canigate (M) Hatla
Tasssenep Hrama C.p.n Do gemse Wiglyoron 2 20061 Kapyrare (M) Hisni

aernova

flezo AEHOBA

PIMAFUGIN® OVULA 100 OTC 2X3RU
Nusapyuur® CynnoIMTOPHK BATKHANLHEIS 100 Mr Ne6

Product name H
Hausmenonanwe npoayxta:

SAP number ; 066O53

Houep SAP'

Active component : Nalamycin

Aefciayiowes BOUOCTRO Haramwyur

Authorized Marketing Country : Russia

Tuenanposantan crpana cBbita Poccus

Nornmative Document : 11 N013552/01-070611, variations n. 1,23
Hopsartusnan [JoxymenTauns TN N013552/01-070611 ¢ Mam. 1-3

-

Name and country of APl manufacturer
MpoHIROAUTe ik AKTHBHOR CYDCTAHLMM,

HAUMOHOBANKE, CTRAHE it e oo

Name and country of bulk and finished

product manufacturer
Mponasoaurent Gansa W rOTOBOR NPOAYKLKM,
HBUMGHOBANWE, CTPaHA

.

Batch number 1 29H17
Howmep copuu

- DSM, Netherlands

Temmier talla S.r.1, ltaly
Tesmunep Uranus, C.p.0., Wranus

Batch-quantity : 9360
Paauep copuy

Manufacturing date + 082021 ‘Explry date 1 07-2023
Hara nposasoncrea Hara oxoHYaHNA CPONA rOAHOCTH

Parameter Specification ND Results (Temmler)

Mosasavainy Crincnedwsaipan H Pesynuyaret {Tosmnep)

Packaging 3 suppositories.in blister formed from aluminlum 3 supposlitorles In blister formed from aluminium foil:

foll. 1or 2 blislers.along with the Instructions for
medical use in a cardboard pack.

Ynaxonxa. 3 cynnoINTOPKA
BMECTE G WHCTRYRLpON B KADTOHNON NavKe,.

w0l onsri. 1 wni2 crpwna

a 1 blister
or

W2 blisters:

along with the Instructions for medical use in a cardboard pack,

3 CyNnosTOpWA 13 aruoaimmenol (onbTH:
a1 ctpwn ;

Wnw

2 cpuna 1L :
BUECTE C WHCTRY KNG B KBRTOHNOR Nawss.
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Paramater Specification ND Results (Temmier)
Noxasaren Crayughurauus HO P‘w&mu=mmlpl
Labelling 188
ptoduct lrade name with warnlng ms:klng ®, International non-

pmducl trade name: wilh warntng marldng ®,
International non-proprisiary name of active
substance, dosage, pharmaceutical form, baich
number, manufacturing dats, axpiry data,
additionally, production codes and markings can
be applied.

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

pmduct lrade narna wnh waming marking ®
international non-proprielary name of active

‘substance, pharmaceutical form, dosage,

composition with Indication of amount (in mg);
amount of supposltories per package, wamning
inscription: "Keep out of the reach of children,”;
route of administration: *For vaginal application.
1 suppaository a day.”), storage conditions;
dispensing conditions; name of the company -
markating authorization holder and country;
name of manufacturer, city and ountry, giobal
trade item numbar («GTIN:»), batch number (as:
*Balch:"), manufacturing dats {as "Manuf, date:"),
expiry date (as "Best before:"), fisld for barcode
application, registration certificats number. Itis
possible to apply spacial idantification means of
manitoring system for tracing drug products for
medical use (individual serial number of frade
item («SN:»), two-dimensional barcode),
additionally production codes and markings can
be applied.

logot;q:e or mmpanymanufactum (“LEO') and
company tradermark in the form of drawing of a
lion with Inscription "LEO",

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

j company frademark in the
ronn of drawing oi a Jfon wiih Inscripﬁon *LEQ".

product hrada name wlth warrﬂnu marking ®, intamaﬁonal non-
proprietary name of active substancs, pharmaceutical form,
dosage, composition with Indication of amount (in mg); amount of
suppositorias per package, warning inscription: "Keep out of the
reach of children.”; route of administration: *For vaginal
application. 1 supposltory aday.”), storage conditions; dispsnsing
conditions; name of the company - marketing authorization
holder and country; name of manufacturer, city and country,
global trade ltlem number («GTIN:»), batch number (as: "Batch:*),
manufacturing date {as "Manuf. date:"), expiry date (as *Best
before:"), barcode, regisiration certificate number. Idenfification
means of monltoring system for tracing drug products for medical
use (individual serial number of trade ltem (¢SN:»), two-
dimensional barcods), additionally production codes and
markings are applied,

ingciype of company-manu!ac(uur ('LEO’) md company
trademark in'the farm of drawing of @ lion with Insaription *LEQ",

244



Parameter Specification ND Results (Temmler)
Toxaysvenn Crauwdprnucun H Podynbrarsl (Tewmnsp)
Mapiuposka. PUNe 44 gaont, (18 QINpUe K NOM A6IKD YXE18HO! ]
TOPrOBOS HaM: W8 Npenapara ¢ TORIO808 HAMMBHOSAHWE Npenapara o TPERYRPEANTEILHOR MapRHpoRkod ®,
MHH axtyBroro BEUIBCTRS, Nekapcseiyis hopuy, A0auposky; HOMBP CEpiH,
ABTY WITOTOBIIEHNR, CPOK, RANCNHKTENEHA MOTYT DbiTh HIHSCBRbE PAHUHbLE
NPOHIBOACTARHHES KOS H METKA.

NpepynpeauTanbHOA Mapxuposxofl @ MHH axruaroro
BEWeCTAA; NEXAPCHSHHYI0 (ROPMY, R0IUpOsYY; HOMED
cepuk (8 peparuvk; «COpURs), RATY HIOTOBNEHMR (B
PeAdiuuu: «laTa HSr.ix), CPOK TOAHOCTH (B peparywn:

«[OAeH A0 : ), AONGANYTENLHO MOFYT BkiTh HBHECEHHE
PAIMIHBIE NPOWIBOACTBBHHEIB KOZb) M METIH.

OHpMEHHBIR SHaK c
Haanuebio «LEOs,

TOproace TOproBo8 HAHMENOBAHAE NPeNapaTa |
npeqynpeauTeNLHON Mapipooit ®, MHH aktuanoro
BEWSCTRR, NSXBPCESHHYIO (DOPMY, AOIKPOEKY, COCTAB C
YHRIAHUEM KOTMYECTEA (B MI), KOVIHHECTBO CYNNOUTOPHER
8 Ynaspaxe; NPEAYNDEANTENbHYIO HAAMMCE: ¥XPaHKTs B
HBAGGTYNHOM ANA AeTel MecTen, CNocod NpUMEHEHUR (B
POARKUMH: afINA BArKHANLHOIO NpUMBHEHNS. 1
CYNNOIUTOPAA B CYTRI.B; YC/IOBHA XDBHENNA,  YONOBHH
OTNYCKA, HAUMEHOBAHKE KOMNGHMN - BNBJENLYE
PSIMCTPALMORHOTO YAOCTOREPBHHA 1 CTPaNY;
HBHMEHOBAHUE NPOUIBOAKTENR, TOPOD 1 CTPaHY;
TrioBansHBI HABHTWMKALMOHHBIA HoMep TOprosod
BRUHALI (8 PeRaKMK: KGTIN:Y), HOMBD Cepuis (8
PEARUAK: «CEPARR), HaTY HAFDTOBNGHUS (B Paf Ak
«[lara Har.n}, CPOK FORHOCTH (B penakunk: «l'aneH g0 9,
HOMED DEIVCTPALHOHHOMS Y40CTOBBPENIR, MECTO 4RA
HBHECEHHR WTPWN-KALE.

! HAHECEHHE CHELUMEITHIIX CPBACTE
HABHTH(DMKALMM CHOTEMBI MOHHTODHHIA [BAMGHWA
N1KAPCTESHHEIX NPANEPAaTOs ANA MEJHLHHEKOTO
NPHMEHEHHA (WHAKBMAYBIBHLH CopuRuil Homep
TOPraBol SAMHHLE! (B paaakum: «SN:s, ABYMBDHBIA
WTPHXOBON KAL), AOMO/HATBNLHO MOTYT BbiTh HaHGCOHM
PRANMYHEIE NPORIBOACTBSHHIE Kbl M METKM,

g

il

api FOM HIBIKG VEBILIA
FIOroTHN UPMbI-NpousIBOAKTans «LEO U (hiupMenH
SHBK KOMNAHWH B BHAB DUCYWEA /1bBa O HBANMCHI0 <L EOY,

184, UPMEHHLIL 3HAK KaMNAHWY B BUAS

1 (LCARM A3EIX VKIIAHO: TOProBoS HaMMEHOBAHKE.
bpenapara c npeaynpeATensHof Mappossol ®, MHH axrvsoro sewecTaa;
nexapcaensian GopMa, A0MPOBRR; COCTAB ¢ YKBIBHHOM KGNUNECTRE (B Mr),
HOHYECTAO CYNNOIMTOPHEB B YTIGRPEXE; NPEAYIPOHTENEHAR HARTHCS:
€XpannTh B HOAGCTYHOM Ann faTed MacTen, cnocol NpUMSHeHNa (B
PeABKLNN; «fINA BATMHANEHOMO NPUMOHSHNS, 1 CYMNOSMTOPIA B CYTIW, »;
YGOSR XDRHEHNS, YCNOSUS OTNYCKA, HAWMEHOBBHWE KOMNANAY - BNAAeNbYS

o



Parameter Spacification ND Results (Temmler)

TTosasavens Coagugivmagan Hf] Peayniurars) (Temanop)
Shelf-Life 2 years Mfg. date: 0821
‘Exp. date; 0723

Cpokrommocry.  2104a, Lata war.; 0821

' Tozieh o 0723
Storage not above 26°C Complies, nol above 25°C,
Conditions
Xpanenue pw Temneparype He Ruige 25°C. Coorsercroyer. Mpw TEMNEPaTYpE HE Bhlle 25°C.
Quaiiied Person: fnama. dale il sipmstiun] ¥r 408 LD N6 y! {lines, Kata it nogmecs)

17 L_ 22t

i oo www.seliova: group.com

& PN < Lo gbans g B g s W bive Log 2 Biors ins Pams

Urinn pynmug kounamsi Assona Tpyuss I ;
CUMLEW: + Lparemospapn + Xaynt Sapyin * Cance Kong » Couseko » Tousinep.

4/4



