JEKJAPAIIASI O COOTBETCTBHUH

JAEKJIAPAHT, IPHHUMAIOUIUHA JEKJIAPALIMIO O COOTBETCTBHUH
000 "3IHC-PYC"

3apezucmpuposario ; Mexcpationnas uncnexyus @HC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007
Aopec: 121108, 2. Mockea,yn. Heana ®panxo ,0.8. Tenegpon8(495)223-01-04, pare 8(495)223-01-50
- B nuye: I'enepansuviii dupexmop Sudpensu Tamaw
- [osepennoe nuyo: Bacurenxo M.H., dosepennocme P-012 om 07.06.2017 2.

- 3AABJISIET, YTO

- nexapcmeenioe cpedemso: J-Ilaumenon kpem ons napyscno2o npumenenus 5% 50 2, mybw (1), nauku
xapmonnste, PY No JIC-001251 om 02.07.2010 (dama 3amensi 05.04.2017) ewidano 340 "Qapmayesmusieckuil
3a60d DI'HC”, cepus 2817, napmun 12990 ynaxoeox, 20den 0o 04.10.2019, npouseodcmea APAH-
TAJIEHCKH JIABOPATOPHH a.o0., Xopeamusn, JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000

 Rijeka, Croatia, xod OKIT[2 21.20.10.153, ko0 TH B3 3004500002, xonmpaxm Ne RUS 1/08.11.2013 om
08.11.2013, uneotic Ne 5449609 om 29.11.2017

4 - COOTBETCTBYET TPEBOBAHHUAM

 HI 42-13950-05 uam. Ne 1-6
JEKJAPALIAS [IPUHATA HA OCHOBAHHHA
Cepmugpuran coomeememeus cucmemvt Menedcmenma xavecmsa ¢ Cucmenme 006posonbnol cepmuukayuu
FOCT P Ne POCC HR. HD99.K00014, cpox deticmaus ¢ 19.10.2015 2. 00 19.10.2018 2., OO0 "Oxpyscnoi

- yenmp xonmpona kavecmea”, 105062, 2. Mockea, @ypmannviii nepeynok., 0.10, emp. 1

JIATA NIPUHSITUS JEKJIAPALIMHA 1].12.2017
TUH AEUCTBUTEIBHA [0 04.10.2019

Bacunenko M.H,
O.H.0
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“~ " CBEJIEHHUS O PETHCTPALIUY

OPT'AH 10 CEPTU®UKALIUH, 3APEFTUCTPHPOBABIINHA JAEKJTAPAIIUIO .
RA.RU. 11 ®MO8 OPTAH 110 CEPTH®HKAIIHH ITPOAVKLIHY OFLLECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTbBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 105062, Poccus, 2. Mockea, Pypmannblii nepeyiox, 10, 1, aopec opzana no
cepmucpuxayuu: 115280, Poccus, 2. Mockea, yn. Macmeprosa, 4, 5, men. :(495)788-02-88, aeb-caum: oyxk.pg.
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Product name:
HaszsaHWe npenapara:
Series:

Cepus:

Date of manufacture:
HaTta npowv3soacTea:
Best before:

loneH pgo:

Date of analisys:
[laTta aHanuza:

D-Panthenol cream for external use 5%, 50g

A-NanTeHon KpeM 4S5 HapyXHOoro rnpumerermns 5%, 50r

2817

2817

04.10.2017.
04.10.2017.
04.10.2019.
04.10.2019.
25.10.2017.
25.10.2017.

CERTIFICATE N° 0883/17
CEPTU®WKAT N2 0883/17

nponunnaparuapokcubensoarta)
B2XX mertog

PARAMRETERS REQUIREMENT RESULTS
S NMAPAMETPbI - TPEBOBAHUWA PE3Y/ILTAThHI
CHARACTERS Homogeneous cream of white color with a specific smell. | complies
OMUCAHWME FomMoreHHlld KpeM Genoro UBETa CO Cneyududecknm COOTBETCTBYET
i 3anaxom.
IDENTIFICATION OF DEXPANTHENOL | Norms should correspond to ND complies
{HPLC- method)
NoANMHHOCTL AEKCNAHTEHONA HopMbl AONXHBI cooTBeTCTBOBaTL HJ COOTBETCTBYET
{(BaXX-meTon)
IDENTIFICATION OF PRESERVATIVES | Norms shouid correspond to ND complies
(methylparahyrdoxybenxoat,
propylparahydroxybenzoat)
HPLC method
NoOAANHHOCTb KOHCEPBAHTOB COOTBETCTBYET
{MeTunnaparuapokcnbersoara, HopmMbl poniHbl cooTBeTCTBOBaTs HJ
nponvnnaparuapokcubedsoarta)
BIXX merosn
MASS OF THE TUBE CONTENTS Mass of the tube contents - not less than 50 g, complies
MACCA COQAEPXWMOI'O TYbbI Macca copepHrMoro TyBe! — He MeHee 50 1 CoOTBETCTRYET
ASSAY OF DEXPANTHENOL From 40 mg/g to 60 mg/g 50 mag/g
{HPLC method)
KONMUYECTBEHHOE OMNPEAENEHUE Ot 40 mr/r no 60 Mr/r 50 mr/r
DEKCNAHTEHOMA
{(B2XX meTon)
ASSAY OF
PRESERVATIVES
. (methylparahyrdoxybenxoat, From 0,63 mg to 0,77 of methylparahyrdoxybenxoat 0,68 mg/g
i propylparahydroxybenzoat) From 0,27 mg to 0,33 mg of propylparahydroxybenzoat 0,29 mg/g
HPLC method
KONMYECTBEHHOE
ONPEAENEHWE
KOHCEPBAHTOR
{MeTunnaparugpokcnbersoara, 0T 0,63 Mr ac 0,77 Mr MeTunnaparnaporcutensoara 0,68 mr/r
07 0,27 mr go 0,33 Mr nponunnaparuapokcn-6eHsoara, 0,29 mr/r

pH

1 8l -0

7.4

JADRAN GALENSKI LABORATO
D-panthenol cream 50g - 2817-RUS

07.11.17
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- HOMOGENEITY Thin pulverized layer of cream should be homogeneous. complies
ToHKWIA pACTEPTEIA CNOW KpeMa AonKer BelTk

OMOIEHHOCTD OAHOPOAHLIM. COOTBETCT3YeT
MICROBIOLOGICAL According to requirements of State pharmacopoeia XI, complies
CONTAMINATION second edition, p. 193 and supplement N?3 (category 2)

- MUKPOBHONOMMYECKAS B cootseTcTeunu ¢ TpebosanuamMu ® XI, Buinyek 2, ¢.193 | cooTsercTayeT
HMCTOTA 1 U3meHeHusa N°3 (xaTeropvsa 2)
PACKING In accerdance of Normative Documentation complies
YMNAKOBKA | B cooTBeTCTEUM ¢ HOpMaTHBHOM flokyMeHTauven COoOTBETCTBYET
MARKING In accordance of Normative Documentation compiies

. MAPKWPOBKA B cocTtseTcTBMM ¢ HopmaTtueHon [lokyMeHTaunei COOTBETCTBYET
STORAGE CONDITIONS At temperature up tc 25°C. complies
YCHOBUA XPAHEHWS Mpu TeMnepatype He Boiwe 259C. CCOTBETCTBRYET

| SHELF LIFE 2 years complies

| CPOK IMOAHOCTH 2 ropa COOTBETCTBYET

This batch was checked for all indexes,

to producing requirments.

that are provided by Normative Documentation and fully conforms

AarHas cepus Gblna NpOBEpeHa no BCeM MOKAZATENAM, NPEAyCMOTPE HbLIM HOpMATHBHOM JokyMmeHTaynes
# ONHOCTLID COOTBETCTBYET ITPEAbABNACMbIM TDEOOBAHAM.

JADRAN GALENSKI LABORATORIJ dd. =

D-panthenol ¢cream 50g - 2817-RUS

07.11.17
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