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Product name
Haumaxosane NPoOYKTa

SAP number
Homep SAP

Active component
Oefcraylaues BRWEcTHO

Authorized Marketing Country
fuuenanponantan cTpana cBlita

Normative Document

HopmaTtnanas JokyMEHTELNA

Mame and country of APl manufacturer

Mpow3goauTani akTHadoR cyGeTanumn,
HanmeHoB3HNEe, CTPaNAa

Namme and country of bulk and finished
product manufacturer

Mponagoautanis Banka U rOTORON NROAYKLMY,
HanmeHonanne, cTpana

Batch number
Haomep cepin

Manufacturing date
[ara npokasoAcTEa

.

PIMAFUCIN® CREAM 2 30RU

MumadyunnE Kpem DN HAPYHHOrD NpUMEREHUA 2% 30 1

. 40037695

: Natamyein

APl Ba

HaramuLmt

Turkmenistan, Uzbekistan, Russlan Fadarati
TyprueHicTaH, Yademerak, Foccuiickan Depepaiis,

tch number * 2408429389

ADC, Homep GEpHn

an, Mangolia

MaHronus

ND M NO13552/02-230123 with Variation # 1-3

H N NO123652/02-230123 ¢ uam 1-3

. DSM Food Spedlalties BV, , the Netherlands

CM ya Crewuanwtul B.B,, Huaepnakgkl

* Temmier lalia S.rl., Haly

1 25008A

B

Temmnep Mranua C.pJL, Wranua

03-03-2025

Batch guantity : 30,400

Pagmep cepan

Expiry date : 02-2029

‘uam oRaH4AHUA CROKE TOHOCTH

| herehy certify that all the manufacturing stages of this batch of finishad product have been carried out in

Tammler lalla 5.5l
Via delia Industie 2
20061 Carugate (MI)

full compliance with the GMP requirements of the EU and with the requiraments of the Marketing Italla

Autharisation(s) of the destination country/countries, The batch compliss with the agreed speciflcation and

has been relersed by a qualified persan for dispateh, sale and marketing.
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Marga Falzelgher

Pregidanta ed Amminlatralera Delegale

CF & Regisiro Imprase di Milane
053£880933

Capilale Sociale

EUR 5.510.0061v.

aoppella a dirszionn e
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Certificate of Analysis
Cepruchmrar ananusa

\ aenova

Temmler @i el Via deile Induslie 2 20081 Cangale (M1} ltalis [Toan AEHOBA ) o 4
Tanmnop Hranua = p.n. Bita aene Minyarpss 2 20051 Kapyrasa (1) Wranin <2
Product name : PIMAFUCING CREAM 2 20 RU
HawmeHOBAHWE NPOAYKITA MumachydHE Kpan (NA HARYIHOTS NRAMEnErnA 2% 30 ¢
SAP number : AD037686
Homep SAR
Active companent : Natamyein APl Batch number ¢ 2406429389
DercTayKiges oauecTao Haratmgn ADC, Homep cepi
Authorized Markaeting Country : Turkmenistan, Uzbekistan, Russian Federation, Monguolia
ThreHauponanHan cTpaxa clikra TyprMeHWCTaN, Yaderneran, Pocoaiiocs Pejqepavyun, MoHronin
Normative Document + ND I NO13552/02-280123 with Variation # 1-3
Hopmatinian [okyMEHTALWA HA M MO13852/02-230123 6 uam.1-3
Name and country of APl panufacturer ¢ DSM Food Specialiies B.Y, , the Metherlands
[penanoarTene akTHENER EYBCTAHLNY,
MANMEHOBOHHE, CTPAKA ACM Sya Croumanuus B 8., Huaeanasas
Name and country of bulk and finished
praduct manufacturer + Temmier Haliz S.r.l,, ltaly
MposaseMTEAL GANKA W roToRod npoayKUH,
HAHMAHOBAHWE, CTRAHT TotraE WESnUE T, iram
Batch number 1 25C05A Batch quantity @ 30.400
Honap cepyiun PaiMap cepim
Manufacturing data : 03-03-2025 Expiry date : 02-2029
Hata npodanogeTaa [ata oxunyanus CHOHA TOAHCETH
Test ltam(s) Specifications Results Linit
Wanwmanuala) ! ! i Peayaurar-uil Hrkiiaa dikisgunsed
MICROBIAL ENUMERATION
MHHPOBMONArEKAR MHETATA
TAMG =10¢ =10 ciufg
Offujas wiene 3apaHLIK MHIECOPraHUaMET v Gonen 167 fui=ohd
TYMC =1a' <10 cfulg
©fugan iCAD SPORCEONIE I AN0GHENAX FRWGUA Vg donss 10° KOEN
STAPHYLQCQCCUS AUREUS Absent Absent cfulg

BIEYTETINE CayTCTRYIOT KGEfr
PSEUDOMONAS AERUGINOSA Absent Abserit efulg

gTEyTETINg OTeyTETnipaT KOEE
APPEARANGE Homaogeneous white to light yallow  hamogeneous -

cream OgpopagHuil
CACAHHE DpaHs; It Kpan 07 Sporo An aypar

o1 white cream
Genmi Fpan
Sgslightly vellow cream
CHETAB-HENTL EpEm
{ A

CONSISTENGY There should ba no signs af phase  No signs of phase | \

separallon or clumping. separation or ctumping{ 1

Tangible particles should ba absent. Mo solid particles. ‘ ]

£ j"l
raRaRd fAze ity uzeen thaiang [
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CleHmanyLIE SOE T AUnKE STESTETRGRNTS, Her cenanomum Nas g
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Test Hem(s) Specifications Results Unit
WeAnitaswal-a} CnniehuRILn: Peaynitir]-ki EpHHLE MIMEDEHMA]
PARTICLE SIZE
PATMEP HACTHIL
=25 MICRON =5 1 parficles
= 15 MHEFOH upETn
=50 MICRON =3 0 particles
= 50 MWKFCH tocTl,
IDENTIFICATION (HPLC)
NoanuumocTs (B3HX)
NATAMYCIN Ratention time of the major peakin  Carresponds: -
the chromatogram of the lest Retention time af the
solufion shall correspond Lo major pesk in the
retention time {(+/- 0.2 min) and pesk chromatogram of the
height (303 nm) af nalamydinin the  lest sotution
chromategram of tha standard corresponds lo
solution. relantion time {(+/- 0.2
min) and peak height
(303 nm) of natamyein
in the chromatogram of
the standard solution.
HaTatiyuy Bpin YanpsnaHii DIMODNGD nudd JO CA0TROTETRYET:
APRMATEFPANME HENWTYAME0 FACTOSRN ADnaHE Bpewn yaepuiialilin ackaniera
COOTORTETRS0ATE UPSMSTA yaapesdil {2 0,2 1] AUEL HT NAMATEIRAMAE
W o i (J0T ) HATaHNLEIR 113 wsnmTydLara praToapi
EEOIATORRANME OTAHABRTHEIS pACTa0pR. GOOTAATETOYRT BALMONI
yaapndin (4 0,2 wwm) #
BhicaTe ﬂllk.. {803 Nh) HITINHYAHE
i ZPAMATOrpaLE STERAARTHOID
pasTuepa”
METHYLHYDROXYBENZOATE Ratantion Ume of the major peak In  Corresponds: -
the ghromatogram of the test Reteniion me of the
solufion shall correspond to major peak in the
retention time (+/- 0.2 min) and pesk chromatogram of the
heighl {254 nm) of methyl tast solution
parshydroxybenzoate in the corresponds o
chromategrarn of the standard retention time (+- 0.2
solution. min} and peak height
{254 nm) of mathyl

Metunnaparnaporeilealoar

PROPYLHYDROXYBENZOATE

Mpamunnapariapoitemiodr

EIBEA YRAPHADRHAN QLIDUNOTS M ki
KPAMATOIRIAING RETLT 010D fACTROPA ABRD
COOTRETCTARNATE HEEMEHI YATR madHng {1 0.2 )
w wcare e {254 s wopnipariaeosckleloata

parahiydroxybenzoale in
the chromatogram of
the slandard solution.

CosteereTaynT

R YA RO ANME DRnRNOIE
Witk HE XPOMATOIPRIMS
MERLTYEMOID PRCTIOPR

Ha ¥posarorpisiiie Ciaraap paLTIY pa.

O e
" o

Retention time of the major peak in
the chromatogram afthe test
solution aha,ll’cdr;.é?:;i:upd_,_lu %
retention fime (+/-0.2 min} and peak
height (284 nmy-qf propyl | i
parahydroxybenzoatelinthe |

chmmalngﬁq’,w? of lhe standard
solution % L

b LA

o

B yiEpEMBANKE OSHORHOID NHKE HA
PORTTEIPALZAD WERKTYEMOM PAETIORD AONHIM

goard iz yAsp (40,2 30
o DeicETE fvRd (Mi HM)
NEaNINNAPARARSICHBENIOMTA KAl RpMATAIPONIS
cral\RETHOMG pAcTanpd,

yABERRANIN {4~ 0,2 it i
orcora mod {254 114)
mETiARapanApekehGeRI0nTo Ha
EpounToaMNE CTRQARTHOMD
pacTRapa.

Corrasponds, "

' Retention time of the

majorpeak in the
ahromatogram of the
tig-i: solition
corresponds Lo
reledlion time (+/- 0.2
miln) and peak helght
(254nm) of propy!
parshydrexybenzoate In
{he chromatogram of
{he standard salution.

Cagroaretyaf

Bpapn yAepaunsk danomnm
PHEA WA XPORATOIPANND
WONMITYAMArD pAefnopa
EOETRRTCTIYAT DRRAEN
yanprsaHin (+ 0,2 antnt} ii
nsigoTs mikh (254 HM)
FrEOnYARAPAMARSkEHGEHINATE HA
EpAMATAEELYE CTIHADRTHOM
paTTNapA,
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Test [tem(s) Specifieations Results Unit
Menkirahma(-ii} Croumgi Pasynutariwilt DKL WINPT
IDENTIFICATION (TLC)
MognkHrocTs {TCK)
- NATAMYCIN The principal spotin the Corresponds: -
chromatogram of the test solution  The prineipal apot In the
shall correspond to natamyein spot  chremategram of the
in the chromategram of the standard lest solution
solution in colour and Rf value, corresponds o
natamyein spot in the
chromalogram of the
standard solutlon in
i colour and Rf value.
Hatakiuijud LieHONMGD MITHE 1 ApOMaTarpemme atﬂﬂﬂﬂyimﬂﬂ COOTEETCIRYET
POCTHORA NO o¥pEERe W ARrpmne Rl qonmn Cehophen mrma Ha
COGTABTETOOMT N RTHY HATEL LN Kl IPaMATOrpase HMHI\‘EI.IDI’O
HPOMITAPOHIAY ETHHADRTHOMS pacTEopa. PHCTRORN 1 QRGN W Immsnie
R CO0TBATCTAYET NATHY
HATHANLIHA HA ZRowiTerpaniae
ETMHANTHEND pECTHOPO.
ASSAY
KoM ecTBaHHOR oﬂpe,n,enumm
NATAMYCIN ==1B<==22 20 malg
Haranius Oy 20 gu 22 Mo
METHYLHYDROXYBENZOATE »=1,8<=22 2,0 malg
MeTunnapanigprssiiei o Cridpezz wuele
PROPYLHYDROXYBENZOATE ==0,80<=1,10 1,00 mglg
Mganunnspariapossifiarzons ar 0,50 4o 1,10 It
RELATED SUBSTANCES HPLC
Popetuaiiiinin npiliien BaH0C
SINGLE IMPURITY no more than 0,5% 0,1 %
Epspinan npuneth s Bones 0,59
TOTAL IMPURITIES no more than 2% 0 %
Cynama npumaeced wie Ginda 2%
AVARAGE WEIGHT CONTENT ==30,0 30,4 q

-

Quallly Gontrol Managers: fname. dale and signatina]
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TEMMLER iTALIAS.rl.
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