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MpoayKT:
npumeHeHus e mybax 10 2
39450 Homep M N011778/01
GMID: perncTpaumMoHHOro
Y4,0CTOBEPEHUA:
CDOK FORHOCTH 2 roga HopmatusHas N N011778/01 -
P A OOKYMeHTauuA 310810 n3m. 1-7
Homep cepuy 1003 [Jata 06 /2021
npoun3soacTBa
JenapTameHT) KoHTponb KavecTBa fogeH po 05 /2023
O6bem napTin 54972 ynakoBKu Ycnosua xpaHeHua | Mpu Terv\noepaType He
Bbiwe 25 °C
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TECTHI PE3YIIbTATBI CrIELUNOUNKALNA

Onucanue

Ilourn 66.]'[3}1, 3CJICHOBATasA UiIn
KEJITOBaTas Ma3b

Tloutn 6ena$[, 3CJICHOBATAas NJiIn
KEJITOBaTas Ma3b

OxHOPOTHOCTH Ma3H

I'maakas, oqHOpOIHAS,
CrocoOHast K HaMa3bIBAHUIO,
HEXHpHas 6e3
00HapYKHMBACMbIX 3epeH

I'mankas, ogHOpOIHAS, CIIOCOOHAS K
HaMa3bIBaHUIO, HEXKUPHAsI 0e3
00HApYKHBACMBIX 3€pCH

Pa3mep vacturg

100 % gacturr meHee 100 MkM

Yacruier pazmepom 6omee 100 Mmrm
HE JIOJDKHBI 00HAPY)KUBATHCS

pH 5.9 45-6.5
Macca coepKuMoro TyObI 10.3 | 10.3 | 10.5 | 10.3 | 10.1 | He menee 10 r/Ty0a
10.2 [ 10.2 | 10.3 [ 10.2 | 10.2
[MopymuaHOCTL ['MAPOKOPTH30H arleTara CooTBeTCTBYyET JI0JDKHO COOTBETCTBOBATH

HO,Z[J'II/IHHOCTB DTun aMuHOOEH30aTa U

Bytnn amuHOOEH30aTa

BpemeHa yaepkuBaHus
OCHOBHBIX TIMKOB Ha
XpOMAaTOrpaMMe UCTIBITYEMBIX
PacTBOPOB ATUIIAMUHOOEH30aTa
u OyTHIIaMuHOOEH30aTa
JIOJKHBI COOTBETCTBOBATH
BpEMEHaM yICPIKUBAHUS
OCHOBHBIX TTMKOB Ha
XpoMaTorpaMme CTaHIapTHBIX
PacTBOPOB ATUIIAMUHOOEH30aTa
1 OyTwiiaMuHOOEH30aTa

BpeMmena yaepxuBaHus OCHOBHBIX
MUKOB HA XpOMAaTOrpaMme
UCTIBITYEMBIX PACTBOPOB
3THIIaMUHOOEH30aTa U
OyTHIaMHHOOEH30aTa JOIDKHBI
COOTBETCTBOBATh BpeMEHaM
yAep)KUBaHHUS OCHOBHBIX TIMKOB HA
XpoMaTorpaMMe CTaHAaPTHBIX
pacTBOpPOB ATHIAMUHOOCH30aTa U
OyTmiiaMuHOOEH30aTa

[ToaymmHHOCTE DCKYyNMO3MAa CooTBeTCTBYyET JIOIKHO COOTBETCTBOBATH
ITommaHOCT, PpaMuIIeTHHA CYIbdhaTa COOTBETCTBYET JI0IKHO COOTBETCTBOBATH
TlonnuaHocTh XoJiecTeposia COOTBETCTBYET JI0KHO COOTBETCTBOBATH
[ToTMHHOCTH renaprHa HaTPHS CooTBETCTBYET JIoJIKHO COOTBETCTBOBATh
Conepxanue ['uapokopTr3oHa anerarta 5.44 mr/t (97% ot 3asBnennoro | 5,0 — 6,14 mr/r (90 — 110% ot
KOJIMIECTBA) 3asBJICHHOTO KOJNIECTRA)

Conepxaane DCKyII03H 1A

10.1 mr/r (101 % ot
3asBJICHHOTO KOJUYECTBA)

9,0 — 11,0 mr/r (90 — 110% ot
3asIBJICHHOTO KOJMYECTBA)

Copeprxanre DT aMUHOOCH30aTa U
ByTtnn amuHOOeH30aTa

9.7 mr/t (97% OT 3asBICHHOTO
KOJINIECCTBA)

9.7 (97 % ot 3asABNEHHOTO
KOJIMYECTBA)

DT aMUHOOEH304aT:
9.0 —11.0 mr/r (90 — 110% ot
3asBJICHHOTO KOJIMYCCTRA)

ByTtnn amuHOOEH304aT:
9.0 —11.0 mr/r (90 — 110% ot
3asIBJICHHOTO KOJIMYECTBA)

Ctpannua 1l umns 4




MpoayKT:

Mpokmocedun Ma3b 05189 mecmHo20 [ata
npumeHeHus 8 mybax 10 2

15/12 /2021

GMID:

39450

Homep
perncTpaunoHHOro
YAOCTOBEPEHUA:

MN011778/01

Cpok rogHocTun

2 roga

HopmaTtmsHaA
OOKyMeHTaLma

N N011778/01 -
310810 usm. 1-7

Homep cepum

1003 HaTta

npon3soacTBa

06 /2021

JenapTameHT)

KoHTpoAnb KauecTBa

lopeH no

05 /2023

O6bem napTuu

54972 ynakoBKu

Ycnosua xpaHeHUA

Mpu TemnepaTtype He
Bbiwwe 25 °C

Ccbinka KK Homep

1810F21002541

MonyyeHo

19/06 /2021

Conepxanne @paMuneTuH cynsdara

10.4 mr/r

9.0-11.5mr/r (90— 115 % ot
3asBJICHHOTO KOJIMIECTBA)

OrmpezeneHne renapuHOBOM
AKTUBHOCTHU

100 ME/r

90 - 110 ME/r

Tect MI/IKp06I/IOJ'IOFI/I‘l€CKOI>’I YHCTOTHI:

KonngecTBo a3poOHbIX OakTepuit

Mmeree 100 KOE/r

<10> KOE/r

I'puOHI (TIECHEBBIE U IPOMKIKEBBIC) —
BCETO

meree 10 KOE/r

< 10' KOE/r

Pseudomonas aeruginosa

OtcyTcTBYET/T

OTtcyTcTBUE/T

Enterobacteriaceae

OtcyTcTBYET/T

OtcyTcTBHE/T

Staphylococcus aureus

OTCcyTCTBYET/T

OtcyTcTBUE/T

Candida albicans

OTCyTCTBYET/T

OtcyTcTBUE/T

VYmakoBka

10 r Ma3u B aTIOMUHUEBYIO
TyOy. Ha 1 TyOy c HHCTpYKLMEH
10 IPUMEHEHUIO TUTACTUKOBYIO
Hacanky (KaHIOJIsI-103aTop) U B
KapTOHHYIO MaYKy.

10 T Ma3u B QIFOMHHUEBYIO TYOY. Ha
1 TyOy ¢ uHCTpYKUUEi 1Mo
MIPUMEHEHUIO TUTACTHKOBYIO
HacaaKy (KaHIOJA-103aTOp) U B
KapTOHHYIO MAUKY.

MapxkupoBka

CooTBeTCTBYET

Ha antomunuesou mybe Ha pycckom
A3bIKE YKA3BIBAION: TOPTOBOE
HaMMEHOBaHHE MpenapaTa
(ITpoktocenun®), cocTtas ¢
yKa3aHHEeM HauMEHOBaHHS U
COJICpKaHUs aAKTUBHBIX BEIICCTB B
OJTHOM TpaMMe TIpemnapara,
JIEKapCTBEHHYIO ()OPMY, KOITUIECTBO
npenapara B paMMax B YIaKOBKe,
YCIIOBUSL XpaHEHUsI, HANMEHOBaHHE
(UPMBI-NIPOU3BOAMTEINS, CTPAHY
MPOU3BOJICTBA, JIOTOTHIT KOMIIAHWH
(JTaTHHCKUM MPUPTOM),
BHYTPEHHHH KOJI KOMIIAHUU
(my6mupyeTcst JaTHHCKUM
mpudrom), «Cpok TOIHOCTH: 2
roga», «Homep cepuu, Mecsi u rox
W3TOTOBJICHHUS YKa3aHbl Ha TYyOeY,
HOMED CEepuH, JaTy MPOU3BOCTBA.
JonyckaeTcst Hanmuane
BHYTpeHHero(ux) koaa(oB)
KoMItanu (BKirogast 2D ko) u
rpadudeckoro(ux) 3meMeHTa(oB).
Ha xapmonnoii nauxe na pycckom
SA3bIKE YKA3bIBAION: TOPrOBOE

ona Poccuu
Homep 07V1
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HanMEHOBaHHE MpernapaTa
(ITpokTocemqun®), cocTas ¢
yKa3aHHEM HauMEHOBaHUS U
COJep)KaHUS aKTUBHBIX BEIICCTB B
OJTHOM TpaMMe Tpemnapara u
Iepe4yHEM BCIIOMOTaTeIbHbIX
BEILIECTB, JIEKAPCTBEHHYIO (OpMY,
KOJINYECTBO Tpernapara B rpaMMax B
yIaxkoBKe, « /s neuenus
BHYTPEHHETO U HAPYKHOTO
reMoppos, YCIOBUs XpaHEeHUs,
«XpaHUTb B HEIOCTYTTHOM JJIs
JeTel MecTe», YCIOBHUs OTITyCKa,
HanMEHOBaHHUE (pUPMBI-
NPOU3BOAMTEINS, CTPAHY
MPOU3BOICTBA, JIOTOTHIT KOMITAHUH
(JTaTHHCKUM MPUPTOM),
BHYTPEHHHUH KOJI KOMIIAHUU
(my6mupyeTcst JaTHHCKUM
mIpUQTOM), HOMEP CEPUN
(myOmupyeTcst TaTHHCKAM
mpudTOM), 1aTy MIPOU3BOACTBA
(mybmupyeTcst JaTUHCKUM
mpudTOM), TosIeH 10 (TyOomupyercs
JATHHCKUM HIPpU(TOM), INTPHUX KO,
HOMED PErHCTPaIOHHOTO
YIOCTOBEPEHHSI.

JonyckaeTcst Hanmuane
BHYTpEHHETO(1X ) Koma(oB)
KoMItanuu (BKmo4das 2D xom) u
rpa¢uueckoro(1x) 3IeMeHTa(oB).
Ha xapToHHO# nauke qomyckaeTcs
HaJTM9IHE CAMOKJIIESIIIETOCS(MXCSI)
cTukepa(oB) ¢ METBI0 KOHTPOJIS
NIEPBOTO BCKPBITHAL.
JIOTIOJTHUTEIIBHO MOXKET OBITH
HaHeCeHa MHGOPMAITHUS IS
MOHHUTOPHHTA ABHKCHHUS
JIEKapCTBEHHBIX MIPENapaToB OT
IPOU3BOJUTEINS 0 KOHEYHOTO
NOTPEOUTEINS.

AU

HpOI/I3BOZ[I/ITeJ'IB JJIA Cepun

HpOI/ISBO,I[I/ITCJ'IB JOJDKCH OBITH

ona Poccuu
Homep 07V1
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Mpokmocedun Ma3b 019 MecCmHO20 OaTa 15/12/2021
MpoayKT:
npumeHeHus e mybax 10 2
39450 Homep M N011778/01
GMID: perncTpaumMoHHOro
YO0CTOBEPEHUA:
CpoK roaHOCTH 2 roga HopmatusHas N N011778/01 -
OOKYMeHTauuA 310810 n3m. 1-7
Homep cepii 1003 OaTa 06 /2021
npou3BoACTBa
JenapTameHT) KoHTponb KavecTBa fogeH po 05 /2023
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Bbiwe 25 °C
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-®pamuneTuH cynspaT -bapesa Pomannsun, @pannus | -Papesa Pomannsun, @panuus
-I'uapokopTHU30Ha aneTat - Tsaubuzunp TaHBSO - Taup1zunb TsHBAO
®apmacbrotukaic Ko.JItn ®apmacbrotukaic Ko.JIta
-OcKyno3ug -I'ane-H JIumuren -I'anme-H JInmuren
-I'enapun Hatpus -I'mann Kemukanc IIst. JITH. -I'manng Kemuxkanc I1BT. JITH.
- Byram6en (OyTHII aMHHOOEH30aT) -Jx[IuDn dapma [Ipusat -Jbx[TnDu ®apma [Ipusat Jlnmuren
- bensokaun (3T aMHHOOEH30aT Jlumuten -Jbx[TnDu ®apma [Ipusat JInmuren
-IxIIndn dapma [Ipusat
JInmuren
CpOoK ToJTHOCTH COOTBETCTBYET 2 roma

OTMETKW: laHHbIM NOATBEPKAAM0, UTO CEpPMA NPOBEPEHA MO BCEM MOKA3aTe/IAM KayecTBa,
nepevncieHHbIM B cneumdukaunm HopmaTMeHOM AOKYMEHTAL MM, 3aperMcTPMPOBAHHON B HacToALLee
Bpemsa B Poccuiickoin Peaepaumu.

Mp. Kaushik PANDIT

Mmsa nognuncaHTta LLUtamn KomnaHum

ons Poccuu CtpaHmua 4 n3 4
Homep 07V1




Product: Proctosedyl Qintment for local Date 15/12 72021
application in tubes 10 g
GMID: 39450 Marketing Authorization N NO11778/01
number
Shelf-life 2 years Normative document M NO11778/01 -
310810 var 1-7
Batch number 1003 Manufacturing date 06 /2021
Department) Quality Control Expiry date 0572023
Al temperature not
Batch size 54972 packs Storage conditions above 25 °C
QC reference NO. 1810F21002541 Received on 19 /06 /2021
TESTS RESULTS SPECIFICATION

Description

Off white, greenish or yellowish
ointment

Off white, greenish or yellowish
ointment

Ointment Homogeneity

Smooth, homogenous, spreadable,
non-fatty ointment without detectable
grains

Smooth, homogenous, spreadable,
non-fatty ointment without
detectable grains.

Particle size

100% particles less than 100 pm

No particle is found with size
greater than 100 um.

pH 59 45-6.5

Weight of filled ointment 103 1103 | 105 | 103 | 10.1 | Not less than 10 g/ tube
102 1102 (103 | 102 |10.2

Identification of Hydrocortisone acetate | Complies To Comply

Identification of Ethyl aminobenzoate
and Butyl aminobenzoate

Retention times of peaks obtained in
the test sample chromatograms of
ethyl amino benzoate and butyl
aminobenzoate is similar to that
obtained in the chromatograms of
standards of ethy] amino benzoate and
butyl amino-benzoate

Retention times of peaks obtained in
the test sample chromatograms of
ethyl amino benzoate and butyl
aminobenzoate should be similar to
that obtained in the chromatograms
of standards of ethyl amino
benzoate and butyl amino-benzoate

Identification of Esculoside Complies To Comply
Identification of Framycetin sulphate Complies To Comply
Identification of Cholesterol Complies To Comply
Identification of heparin sodium Complies To Comply

Content of Hydrocortisone acetate

5.44 mg/g (97 % of label claim)

5,0-6,14 mg/g(90 % - 110 % of
label claim)

Content of Esculoside

10.1 mg/g (101 % of label claim)

9,0- 11,0 mg/g (90 % - 110 % of
label claim)

Content of Ethyl aminobenzoate and
Butyl aminobenzoate

9.7 mg/g (97 % of label claim}

9.7 mg/g (97 % of label claim)

Ethyl amino benzoate:

9.0to 11.0 mg/gm ( 90 to 110 % of
label claim)

Butyl amino benzoate:

90to 11.0 mg/gm (90to 110 % of
label claim)

for Russia
Ed. No. 07V1
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Product: Proctosedyl Ointment for local Date 15/ 12 /2021
application in tubes 10 g
GMID: 39450 Marketing Authorization M'NO11778/01
number
Shelf-life 2 years Normative document M NO11778/01 -
310810 var 1-7
Batch number 1003 Manufacturing date 06 /2021
Department) Quality Control Expiry date 05 /2023
At temperature not
Batch size 54972 packs Storage conditions above 25 °C
QC reference NO. 1810F21002541 Received on 19/06 /2021
TESTS RESULTS SPECIFICATION
Content of Framycetin sulphate 10.4 mg/g 90-11.5mg/g (9010115 % of
label claim)
Assay of Heparinic activity 100 1U/g 90 - 110 1U/g
Microbial limit test:
Total Aerobic bacterial count Less than 100 CFU/gm <10’ CFU/gm
Fungi (Total yeasts and mould) Less than 10 CFU/gm <10'CFU/gm
Test for specified Microorganisms:
Psecudomonas aeruginosa Absent/gm Absence/gm
Staphylococcus aureus Absent/gm Absence/gm
Enterobacteriaceae Absent/gm Absence/gm
Candida albicans Absent/gm Absence/gm

Packaging

10 g of ointment into an aluminium
tube. 1 tube with a patient leaflet into
a plastic top (dosing canula) into a
carton pack.

10 g of cintment into an aluminium
tube. ! tube with a patient leaflet
into a plastic top (dosing canula)
into a carton pack.

Labelling

Confirms

The aluminium tube states in Russian:
trade name of the medicinal product
(Proctosedyl®), composition with
indication of name and content of active
substances per gram of the medicinal
product, dosage form, amount of the
product in gram per pack, storage
conditions, name of manufacturing
company, manufacturing country, logo of
the company (in Latin characters),
internal company code (duplicated in
Latin characters), “Shelf-life is 2 years”,
“Batch number, month and year of
manufacture are stated in the tube”,
batch number, manufacturing date.

The presence of internal code(s) of the
company (including 20 code) and the
graphic element(s) is allowed.

The carton pack label states in Russian:
trade name of the medicinal product
(Proctosedyl®), composition with
indication of name and content of active
substances per gram of the medicinal
product and list of excipients, dosage
form, amount of the product in gram per
pack, *For internal and external
hemorrhoid treatment”, storage
conditions, “Keep away from children”,
dispensing rules, name of manufacturing
company, manufacturing country, logo of
the company (in Latin characters),
internal company code (duplicated in
Latin characters), batch number
{duplicated in Latin characters),
manufacturing date {duplicated in Latin

for Russia
Ed. No. 07V1

Page 2 of 2




Product: Proctosedy! Ointment for local Date 15/ 12 1 2021
application in tubes 10 g
GMID: 39450 Marketing Authorization MNO11778/01
number
Shelf-life 2 years Normative document M NO11778/01 —
310810 var 1-7
Batch number 1003 Manufacturing date 06 / 2021
Department) Quality Control Expiry date 05 /2023
At temperature not
Batch size 54972 packs Storage conditions above 25 °C
QC reference NO. 1810F21002541 Received on 19/06 / 2021
TESTS RESULTS SPECIFICATION

APl
-Framycetin Sulphate

-Hydrocortisone acetate

characters), expiry date (duplicated in
Latin characters), bar-cods, Marketing
Authorization number.

The presence of internal code(s) of the
company (including 2D code) and the
graphic element(s) is allowed.

The self-adhesive sticker(s) (tamper
evident) can be glued on the cardbroad.
The information for monitoring of the
movement of medicinal products from
the manufacturer to the final costumer

can be applied additionally.

Actual Manufacturer in the batch
-Fareva Romainville , France

-Tianjin Tianyo Phamaceuticals Co., Ltd

-Esculoside -Galen-N Ltd

-Heparin sodium -Gland Chemical! Private Limited
- Butamben (butyl aminobenzoate) -JPN Pharma Pvt Ltd

- Benzocaine (ethyl aminobenzoate) I GUE LG
Shelf-life Confirms

API[ Manufacturer must be:

-Fareva Romainville , France

-Tianjin Tianyo Pharmaceuticals Co., Ltd
-Galen-N Lid

-Gland Chemical Private Limited

-JPN Phamma Pt Ltd

-JPN Phama Pvt Ltd

2 years

REMARKS: 1 hereby certify that this batch is tested for all quality tests indicated in the Normative Document
specification currently registered in the Russian Federation.

Mr. Kaushik PANDIT

Name of Authorised Signatory

for Russia
Ed. No. 07v1

AUTHORISED SIGNATORY, QUALITY CONTROL

Company Stamp
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