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CEPTU®UKAT AHAITU3A
CERTIFICATE OF ANALYSIS

|AHann3 Ne:/

Analysis Ne: T
Koa w HauMeHOBaHWe npoayKTa:/
iProduct code and name:

Ynauoaka /

IPackaging size:

'

HER— i s nien v S ——

Pasmp cepmri

Batch size: e e
KoHTponbHeii Ne:/

(Control Ne:

Homep cepuw/:

Batch number:

\DaTa nponasoncrsa:/
Manufacturlng Date

Topewn mo:/

‘Expiry Date:

‘AaTa Bbinycka:/

Release Date:

‘Homepa Cepui NCMONLIOBABWIWXCA
[hapMaLesTMUeCKMX CyGCTaHLMA:/
‘Batch numbers of used APls:

o o
2070 0520

103.06.2020

" ScuuHiAescin: 38862

040000041974

ﬂerparenu” renb ANA HAPYKHOrO NPUMeHeHWA/
Detragel® gel for external use o
"I 40,0, Ty6a (1), nauxa kapronnas/ !
‘40 0 g, tube (1), carton box :
i) 80,0 r, TyGa (1), nauxka kapToHHas/ !
180,0 g, tube (1), carton box
71200, Ty6a (1), nauka kapToHHas/ !

120,04, tube (1), cartonbox _ N—

%17 280

ScceHumnansHble dochonunuan/Essential
phospholipids: 38596

_.lenapuH HaTpus/Heparin sodium: 36712

Description ‘Organoleptic
Aoanwwnoctsl T -
PROnUROBHON. . . i o el s
[Scuun/ j TCX/
Aescin ! TLC

Moxkazavenwn/ i MeToani/ Hopmbi/ iPeaynbta'rbll
Quality requirements | Meathods Specification Results
Onucauve/ 'Opfanonen'rnqecxunl MpoapauHbiik, CBETNO-KENToro useta rens CootaeTcrayer/

_icharacteristic odour.

iC XapakTepHbIM 3anaxom./ Conforms

'Transparent, light yellow gel with a.

OcHoBHOE nATHO Ha xpomarorpamme|Coorteetcrayer/
MenbiTyemoro  pactsopa pomwko  no|Conforms
NOMOXEHUIO (Rt oxkono 0,7) ut
MHTEHCUBHOCTH OKPACKM COOTBETCTBOBATh)
‘OCHOBHOMY NSATHY Ha ::pomaﬂ:ar;:)amme‘E
'CTaHAapTHOrO pacTeopa acuyuHa

‘The principal spot in the chromatogram'
iobtained with the test solution must be!

isimilar in position (R about 0,7) and colour:

intensity to the principal spot in the
wchrornatograrn obtained with reference

isolution of aescin.




..
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e BOSNALIJEK  Bosnalijex, Pharmacautical and Chemical Industry, Joint Stock Company 71000 Sarajevo 53 Juki¢eva Str,Bosnia & Herzegovina
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[Macca conepxumorc Ty6uil
Tube contents weight

i
|
| wam rd XIHlY

Moxasatenw/ | Mertopu | Hopmbi/ |PeaynbraTh
Quality requirements :  Methods | Specification Results
3cceHunanbhbe ! BIMX/ |Bpemn YAEPXKWBAHWA OCHOBHOrC nvka Ha CooTsetcrayet/

1¢oc¢onununu | HPLC nxpomamrpawe ucnuityemoro pacrsopa:Conforms
(thocdaruannxonud)/ i JADMKHO  COOTBETCTBOBATL apemenui
Essential phospholipids ’ IYAEPKUBAHWUA  OCHOBHOTO  nuka  wal
(phosphatidylcholine) - XpOMaTOrpamMMe CTaHAapTHOro pacTeopa./|
i ‘The retention time of the principal peak in
3 the chromatogram obtained with the test
i Isolut:on must correspond to the retention!
| lime of the principal peak in the
chromatogram obtained with referencei
MenapwH HaTpua/ Buonoruueckun/ J]onmen obnagate ammoarynnwrubnmlCom-ae'rcrayeTf
Heparin sodium | Biological aedcrauem./ :Conforms
b Musthaveanticoagulanteffect |
Metun-, nponun-, atun- | BINOY BpemeHa YAEPKUBAHUA OCHOBHbIX nuxoa|Coo'rse-rcTeyeTf
naparuapokcuBenasoatel/ HPLC Ha xpomarorpamme uenwiTyamoroiConforms
methyl-, propyl, ethyl pacTBopa AOMKHbB  COOTBETCTBOBATH!
parahydroxybenzoates BPEMEHaM YASPKUBAHUA OCHOBHLIX MUKOB!
:Ha XpomMarorpamme CTaHQapTHOro|

pacTteopa./ |
The retention times of the principal peaks;
lin the chromatogram obtained with the test,
isolution must correspond to the retentiong
times of the principal peaks in the!
ichromatogram obtained with reference|

s D N L .- = ISOIUtlon
i Metogwka dvpmbi

Cpe,aHnﬁ Macca co,qepxmorc TyBbl He 40,4 rlg
menee 40,0 r, 80,0 runn 1200 r/

i Company method or Average tube contents weight is not Iess,

e StPh. X than40,09,.800gor12004g. B

. ‘Macea COAEpXUMOro MH,quaup,yaan on! 100,7 %

; \Ty61 £ 5 Y/ © o 101,5%
b Individual tube contents weightis £5%
OAHOPOAHOCTL rens/ j. BuayanbHbin/ He OONKHO oBHapyxuBaThca CooTeeTcTayet/
Uniformity of gel i Visual maccnanaamn U BUAUMBIX 4acTuy B 3Ax:Conforms

i in3 4-x npob./

! 'No exfoliation and visible particles;
NSRS s _idetectedin3of4samples. '
Muxpobuonornueckan ! 'Fo Xill, Eep. dapm./ :KaTeropus 2/ iCooTaeTcTayeT/
uncrotal i St. Ph. XIll, Ph. Eur. Category 2 [Conforms
Microbiologicalpurity ' L e
Konuuecraennoe f
onpenenexue/

AcuuH/ TCX/ 100mMr+10% (8,.00-1100mr)B 11 9,57 mrimg
Aescin TLC .npenapara/ :
10,0 mg + 10 % (8,00 — 11,00 mg) per 1 g i

o o [of medicine N
3cceHuuMansHbie B3IX/ 10,0 Mr + 10 % (8,00 - 11,00 M) B 1 1 3 10,26 mr/img
chocponunuabl/ HPLC inpenapara/ ;
Essential phospholipids 10 0 mg # 10 % (9,00 - 11,00 mg) per 1 g ,
[enapux HaTpus/ i Buonoruueckuin/ '90 e 120 OMEs1r npenaparal 2 109,0 ME/IU
Heparin sodium . Biological 1900~ 12001Uper 1gof medicine |
Merunnaparunpoxcaﬁensoar/ ' BAHX/ ‘0,45 - 1,10 mr 8 1 r npenapara/ . 0,78 Mrimg
Methyl parahydroxybenzoate | = HPLC 0,45-110 mg per 1 g of medicine . o smend
3tunnaparwapokcubenaoar/ BIKX/ 10,45 - 1,10 mr 8 1 r npenapara/ I 0,78 mrimg
Ethyl parahydroxybenzoate ~ HPLC 0,45 - 1,10 mg per 1 g of medicine b
Nponunnaparuapoxcuberaoart/ i BAWX/ ‘0,09 - 0,55 mr 8 11 npenapara/ "’ 0,26 mr/mg
Propy! parahydroxybenzoate . HPLC 10,08 ~ 0,55 mg per 1 g of medicine
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Nokasarenu/ | Metogbl Hopmby/ IPesynbTathi/
Quality requirements =~ Methods | Specification ! Results
YnaxoBkal | BuayaneWblit/ Mo 40,0 r, 80,0 r wnm 1200 r 8 TyGyCooTeercrayer/

HPachglng ‘ Visual ,anioMMHKEBYIO, 3aKkpuiTyio memBpanoi u|Conforms

’ |3aBMHYMBaIOLEHCA KPbILUKOW,

i |waroTosnenHoi ua nonmnponunexa. TyBy

g ic  UHCTPYKUMEA NO  MEAWLMHCKOMY

i [NPUMEHEHMIO NOMEWAT B KapTOHHYK

| ‘NavKy ¢ KOHTPOMemM NeEsoro BCKPLITUA./

i ‘40,0 g, 80,0 g or 120,0 g in an aluminum

? itube, closed with a membrane and a

.screw cap made of polypropylene. A tube

| iwith instructions for medical use is placed|
et e ibee ... .. _;nto8carton box with tamper evidentseal. | |
Mapxkupoka/ BuayansHbin/ 'B cooTaercTavM ¢ TpeSosaHuamu/ {CooTeeTcrayet/
|Marking Visual _ __iln accordance to the requirements _ _ Conforms
Cpox roaHocTu/ ‘ BuayanoHeit/ 13 rona/3 years ropga/years
Xpaneuune/ iMpu Temnepatype He Bbiwe 25°C
Storage o ... iAtatemperature not above 25°C

3aknioyenue: cooteercTayeT TpeboBaHuam JiN-001044-170417, UameHnennn Ne1-4/
Conclusion: conforms to the requirements of [1N-001044-170417, Variations Ne1-4

Qarta / Date:

03.08.2020







