Certificate of Analysis
Ceptuchukar aHanusa

Temmier ltnlla 3.r1, Via defle Induatrie 2 20081 Canugate (M1} ltalla

Tewungg Wrania C.o.0, Bitd Aesin Muaysrpn 2 20081 Kapyrare (MU) Wramin

Jloxe AEHOBA

e

. aenova,

Product nzame
HaumanoBaHUe npogyem

SAP number
Homep SAP

Active component
HohcTtayowes nswsctaa

Authorized Markating Country

NuueHsnpoRaNHEA eTpada cBuira

Marmative Document
Hopuartuatan Qowymentayun

Nama and country of APl manufacturer
NpouInoguTent akruexod cyGeTanumm,
HavMEHOBaHHE, GTpana

MName and country of bulk and finishad
product manufacturer

MpovisoauTents B4nka K roToROH TRoAYKLAK,
HAWMBHOBAHWE, GTRAHS

Batch number
Hamep cepun

Manufacturing date
faTa nponasopcToa

¢ LOCOID® OINTMENT 0.1

30RU
NoKowa® mase NS HARYHHETO NpUMexssms 0,1% 3or

40037701

Hydracortizone 17-Butyrate
FugposopTiaoxa 17-Bytupar

Russian Federatlon
Poccuficxan Depepayun

ND M NO13840/01-110822 + varistion #1, 2
HA 71 MO13840/01-110822 ¢ Mam. # 1, 2

: Mewchem S.p.A., Haly

Huloram C.nA,, Mranus

* Temmler ltalia &.r.l., ftaly

¢ Z5F18A

: O7-068-2025

Tammnep Wranwa C.p.fl, Wiranua

APl Bateh numbar *
ARC, HoMap cepuy

Batch quantity : 35.400
Paamep capuu

2504460817

Expiry date : 0E-2030
HaTa oKoHYaHUA CPOKA TOOMCCTH

Test ltem(s) Spaciflcations Resuits unit
WonLiraiii-n} ChaiHdinkatim: Poayiviar{-uil: EAun#ud Winepaiiun:
MICROBIAL ENUMERATION
MUKPOBHOMOMAHECKAR HUCTOTA
TAMC < i0* =10 clu/g
MLL[EB UHLNS USpeBHLE MURREEPIIHWIM O e Sonen ‘II:Il KOET
TYMC =10’ =10 cfulg
OBflse 4iCHD AFvaCRUIbiE o NEGHEN roiTon e Bands 10" KOE
STAPHYLOCOCCUS AUREUS Abasnt Absent ciufg
oToyTaTSie GroyTeTayar KOEN
PSEUDOMONAS AERUGINOSA Absent Abszant ciulg
SIGyTeTING Oreytemnymr KOEN
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‘Tuminier lalia 5.r.), Via deila indusirte 2 26081 Caugste (M1} sl Jlozn AEHOBA : =

Tarmunip Wranun Cp.n. Bua gene Vngyorpw 2 20057 Kapyrars {MH) Wrammn

Product name . LOCOID® QINTMENT 0.1 30 RU

HaumMeHDBaKME NpoayiTa Nokoka® Madk AnA HapyiHaera npumatiesun 0,1% 307

SAP number + 40037701

Howmep SAP

Actlve component : Hydrocartisena 17-Buiyrals AP| Bateh number ¢ 2504480817
Hefictayiones B2WBCTED MupporapTyaoHa 17-GyTupar ADC, HoMep cepu

Authorized Marketing Counfry Russian Federation

MitlaHIMPOEaNKISA CTPEHE GBITa Pocouiicyas Pegapayus

Narmative Document ND I N013840/01-110822 + variation # 1, 2
O S — H7\ 1 NO13840/01-110822 € Mara. # 1, 2

Narie and country of APl manufactursr  : Newchem SpA, Italy
MponsgoaUTenE BKTHEHGR cyBcTanumy,

! B A, WTan
HAHMEHDBEHNE, CTPAHE Hieen G, HRRiuR

Name and country of bulk and finishad

product manufacturer t Tammier lalia Sl lely

NpouspeguTens Ganisa  rOTOEaA NROAYKUMA

HauMakGEH e, ETRaie * Temmnep Wranua C.pJ1., Wranda

Bateh number : 25F1BA Bateh quantity : 35.400
Howmep capui Paamep cepuu
Manufacturing date : 07-06-2025 Expiry date : 05-2030
[aTa npouIRoASTED [aTa oHoHYaHWi CPOKE rogHoeTH

Tommier [talla Sl
| herehy ceriify thet ll the menufacturing siages of this bateh of finished product have been carried QULIN  znog] Canigaia (M)

full compliance with the GMP requiraments of the EU and with the requiremants of the Marketing gm i S
Authorisation(s) of tha dastination ceuntry/countries. The bateh complies with the agresd specification and  Fax +4 02 250 3422
I i OE3ABENOEE2nlngalmailit
has been relessed by a qualiﬂed person for dispateh, sale and marketing. L g i
8.LA MI-1814493
Marco Falzalghar
Prasidanie ed Amministalers Delegato
CF o Registo imprese o Miang
8¢ BA0YAT
Capilale Sodals
EUR 5,510,000 1,v,
Aoggalta a direzions 8

coordfinamerits da parte di
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CTpaHR/CTREHEY HASHENEHWA. e e, Hee Bun senne Migyerpn 2 20057 Kapyrate
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[AEALHATILER OTNRARI, NPOARNY W PRIMBILIEHUA HE P A T ;‘:,:Lu :33 §§ :;:g :I-‘.:
3 2

D534BB008EAH@ egAimanit
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Mopra Dankupntap
MpoauaeHT
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aqmc\'pn . Munox 0534880953
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Clulied Person: (name, dole wid sgnalue) VNonKOMAYERMon DHLT 10 KMecTRY? (HAA, ATTA I NAANHER)

TEMMLER ITALIA S.r.. )
Dr. Fabio Ciambrene ]
uality Control Manager i GO0 |
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Test ltem(s) Speciflcations Results Unit
Henwranun(-n} TR URELNIT Paayrinrat-ul)! EAWHHLD WAl R0HWRT
PARTICLE SIZE
PASMER HACTHL,
=10 MICRON x==10 0 Ya
fanes 10 ueia Ha Ganea 10
= 50 MICRON %x<=5 0 %
Ediiga 50 ued n Sonea &
PENETROMETER VALUE == 75 % == 350 221 unitz per 0. 1rmm
TeHeTpOMETRHUAEHOR IHAUTHHE ar 75 20350 (0.1 i) oy & 0,1
UNIFORMITY There should be Absent -
no zigns of phase
separation and
clumping.
Farlicles larger
than 500500 ym
should be absent.
CAHOPOAHBETE Jlorui orEyTATAONATE OTETETaYaT
npwaHaW iatosarn
PRELASHNI 1 HOIHGNERHA,
Yaaniu pasnepes donas
500%E00 sk RornHsl
GTETGTROGM .
IDENTIFICATION
MoanutiHass:
HYDROCORTISONE 17 BUTYRATE (HPLC)  The retention time and height of the  Corresponds. -

Mitpaexapriany-17-Gyspar {BEACE)

fnain peak an the chramatogram of
the lest solution sheuld correspond
to tha ratention time and height of
tha correspending peak on the
chramatogram of the standard

salution.

Bpaua yqep {1l 1} Re0Ta (s iR 13
2PQMATT-PAMNG HEAITYAMOTD PAGTIARD A0

20 Iz il pWooTa

COOTRETCTAYRALAID A HA KESMATATRELAS
cTaHapTHEra pacTnapa.

The retention tima
and height of the
main peak on the
chromatogram of the
test solution
corresponds to the
retention time and
height of the
correspending pezk
on the chromatagram
of the standard
solution,

CoTTuafCTRYET,

Bt yApHMBARKN © TdcaTa
GCHODHGID UKD Hil XEEmars=
MRS NONWTY8MS PACTEOPA
COGTASTETAYST HOSMEHN
YARGHOWAHKA H BRIZOTS
CHOTHTETRYILE THES H

ZPOMATOIPRMME CTAHASPTHOMD
pacThOpa.



Test liem(s) Specifications Resulis Unit
Manumanuat-u) CneUn@HHOUNAE Peaynnrar(-sl): EAnmnus wanessmnn: I
|
HYDROCORTISONE 17 BUTYRATE (TLG)  When viewed under LV light: the Corresponds. - '
spot of hydrocortisane-17-butyrate  When viewsd under
on the chrematogram of the test UV light: the spat of
solution should corraspond to the  hydrocortizone-17-

TWAROKaRTHInH-1T-ByTwpar (TCH)

spot of hydrocortisone-17-butyrate

butyrate on the

on the chromategram of the standard chromatogram of the

salution In lerms of Rf vajue,

After apraying the plate: the spot of
hydrocortisone-17-butyrate an the
chrematogram of the test salution
should correspend to the spot of
hydrocortisone-17-butyrate on the
chromatogram of the standard
soluticn in lerms of Rf valua and
celour, )

Mgu ApeeMATpe § YacaaTa ARfHa RpOROpTIGH- 17-
BYTURATA HE SPEUMETOFPOLME UeAWTy s pacTEOpA
no ¥ R gonwin namiy
mMARGHORTHIOH A1 T-SyTipaTa A npamarampamae
STAHADRTHGID PICTROPA. Macha anpaoxiadis
ARAETIHKLT AATHO NMAPaRaFrmasHa-1 T-SyTugata je
HESHITSIPAMME WONBTYOMDTe BOCTIOT N0 IHBYSXILA
A0 WesTy ARWH0 CoOOTOaraTanniTs anTHY
MHAPDRSpTIIcH -1 TSy TUPATA Ha AfauiTaTpaN e
OTANAEETHErD pAETIOEA.

tast solution
corfesponds to the
spot of
hydrecortizone-17-
butyrate an the
chromatogram of the
standard salution in
terms of Rf value.
Aftar spraying the
plate: tha spot of
hydrecartisone-17-
butyrate on the
chromatogram of the
test solution
correspends to the
spot of
hydrocortisone-17-
butyrate on the
chromategram of the
standard selution in
terms of Rf value and
colaur.

fiptt npoamoTee o Yio-cnara
ANTHS MapoRaETuseHn-17-
Syrvpara wa XpoMETOraNNLE
HCAWTydNOrD pacToopa Ao
IHauekie B exorneToTayaT
ARTHY MARSRGETRadHa-17=

‘BYTMPATa HA IpoMaTerpaMME

TTaNgApTHONS pastaopa. Moang
SNPMEINTANNA ARRETUHI IRTHD
MapsmprEIoHa-17-Byrupma Ha
ApOHRTOrpNMIG ONLITYaMUID
PASTUSE A0 IHBMSIGD R W
LBSTY ESOTRETEIOYOT OATHY
TMapoRapTIaRE-17-Hymipata s
ApAuaTAfpIILE T ARAAETHOM
paGTEOpa.
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- Test ltam(s) Specifications Results Unit
Wanwmarue(-n) EnoundiiRLia Pmnu_@(—wt: E 13 WILmpEHI
ASSAY (HPLC)

Wi anpu; (BIHK)
HYDROGCORTISONE 17 BUTYRATE >=083x<=105 1,00 mafg
InapoRmpTiranH-17-EyrapaT or g93 50 1,05 wlr
RELATED SUBSTANCES
Pos0TDEHHIE MANMIEH
HYDROCORTISONE 21 BUTYRATE x==20 0,0 Yo
maporopTiaan-21-Gympar e Gunes 2,0
ANY SINGLE UMIDENTIFIED IMPURITY x==0,5 0.0 %
AEHAT BANHITHIR HEwaeHIHGHUNPORAHH AN ARiMEds e Gonda 0,5
TOTAL RELATED x==30 0,0 %
Cyiaan Boax mpkianead #o Honoe 3,0
WEIGHT CONTENT in accardance with requiraments in gecardance with -
raguirements
MiICEa COARPMMMArs YITAKEEKA Lot R ik
Tpafanaimnmin

Cualily Coniral Manager: {name. dutp and signntine

TEMMLER ITALIA S.rl,
Dr. Fabib © lambrona

4 '-_‘:."“‘l 1001 it E‘M

JPEJIGTEAMN

. ! s by s ey BoA
[ ¢ ZEARADARMy B 7 HEHARR Lo B
AAAISAL IO B (POl

| Sl P INLL KDMRARNE ACHOUD Fpyon

Cot.MT4.Ese, » iparanamaps * XaynT Wapwa + Cowod Kane » Canceha © Tenunes




"

Temminr llla 5. Vis efla Indusirie 2 20081 Carugata {MI} ltalia

Teamsnep Wraima C.p.0, Bid gene Hngyorpu 2 20081 Kapyrars (M) Wrasmm

Jlozo AEROBA

Product name : LOCOID® QINTMENT 0.1 30 RU

HaumelosaHue npoayiTa

SAP number : 40037704
Homep SAP

Active component
DeRerayiowes sewesrao

Authorized Marketing Country Russian Fedaration

NuuensuposanHan crpara clkma

' Poccuficran dogepauus

Normative Document
Hepmarnenan Qokymentauyns

Name and country of API manufacturer @ Newchem S.p.A, ltaly

MpovinoamTens BKTMEHOR cyBoTanHLmm,

HilMeHoBaH S, cTpana Hiioxen C.nA., Wranus

Mame and country of bulk and finlshed
product manufacturar

Mpowssogutane Ganka 4 ratomof npoaysLUML,
HauMEHOBEAHME, CTRAHA

Bateh number ¢ 2Z5F18A
Hamep capuu
Manufacturing date 1 07-08-2025

Hara nponanogerea

Hydrocortisone 17-Butyrate
FsapekopTuacsa 17-Gytupar AQC, Homap capuun

Tlonowa® Mask ons HEPYKKOrD NTPUMEHSERA 0,1% 30r

¢ ND [T NO13840/01-110822 + variatian £ 1, 2
HE 1 ND13840/01-110822 & Wiam, #1, 2

Temmier ltalia S.rl., ltaly
Temmnep Wranua C.p.J1, Uranug

APl Bateh number ¢ 2504480817

Batch quantity : 35400

Fazuep copun

Expiry date : 05-2030

flaTa OKOHMANWR CPOKA FroAHOGTH

Parameter Specification ND Results (Temmler)
Mokesarany Cnawwhitiasis HO FazynuTathl {Temmanep)
Packaging 30 g of cintment is placed into aluminium tube Corresponds,

with aluminium membrans and high-density
palysthylene screw cap. Par 1 tube along with
instruction fer use put inte a cardboard pack,

Ynakonka Mo 30 7 M3k NOMEWEIOT B AGMUHUES YIS TYEY ¢
anoMHH1esol MeMEPaHOH 9 HEAWHYHBEKILIMMEH
KOAMAUKOM Y3 NOAMATUAENS BRICOKGH nnotHecTH, Mo 1
Ty BMECTE G UHCTBYKUMEH [0 NPUMEHEHIIS TaMewaIaT §
KEDTEHHYIQ NavRy.

30 g of aintment s placed into atuminium tuks7th, alGinum

membrane and high-density polyethyle _sarev capsPer -1_3Lubg:

alang with instruction for use Is place @fgjﬂ,’iﬂmdjpaq{v 5

B

30 r MEIY NOMELUEHD B ANKMIHWEEYID Ty
HEBUHUHBAIWWMCR KONNRYKOM U3 Moy
BMECTE & WHGTRYKUMEH Na ApuMBHEHMG 1
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