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{ riiniin Adi ALCOHOL SWaAP MENDIL

Rapor Tarih ve No 30.00.2020 BP1900G6]

e
EGE UNIVERSITESI FEN FAKULTESI
EGEMIKAL CEVRE SAGLIGI LABORATUVARI
35100 Bornova-IZMIR/TURKIYE
Tel : +90 232 3115020, Faks : +90 232 3115021

BiYOSIDAL URUN UZUN SURELI STABILITE ANALIZ

 Rapor kayit numarasi
|

l Uriiniin tam adi

L

RAPORU
130190061 |

!AL-COHOL SWAP MENDIL ‘

| Uriin/ruhsat sahibi

‘ Renasan Miirckkepli Seritler Sa. Tic. A.5. |

—

‘ Uriin tipi

-
-

Tip 1
Formiilasyon sekli Swap Mendil ‘
Aktif Maddeler : ‘
| Formiilasyon i¢erigi ‘ ‘
‘ Eil Alkol CAS NO:64-17-5 %70 ¢/ 100 ¢ ‘

| Numunenin gelis tarihi

20.08.2019 |

_
|

Numunenin gelis sebebi, sekli ve miktan

‘ Resmi Istek — Miihiirlii 2500 adet \

‘ Numunenin alindigi adres

Kargo ‘

Numunenin iiretim ve son kullanma
arihi
| Numune sarj/seri no

|
' - TR s S - —

| Numunenin geldigi yer, tarih ve sayisi

" Numune alma tutanag tarih ve sayisi

_ _‘ —

19.08.2019/19.08.2021 ‘

} 4500 adet/ASS18 |

|l( Ankara Valiligi i1 Saghk Miidirligi 22.07.2019/19020089- |
‘ 105.01.01-E.3075 |

| 19.08.2019/1 \

‘ Ambalaj tiirii

i —
E

1

Analizi Yapan

Dr. Pinar ALKAN
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{riindin Ad ALCOHOL SWAP MENDI Rapor Tarih ve No 30.09.2020 BP190061

T
EGE UNIVERSITESI FEN FAKULTESI
EGEMIKAL CEVRE SAGLIGI LABORATUVARI
35100 Bornova-1ZMIiR/TURKIYE
Tel : +90 232 3115020, Faks : +90 232 3115021

BiYOSIDAL URUN UZUN SUREL i STABILITE ANALIZ

RAPORU
" . I— S . - Setumiaist ey
; FiZIKSEL PARAMETRELER ANALIZ SONUCTARI |‘
| Goriinis \
[rm———— e T st — '7__'_\

| Nokta Adi | Analiz Tarihi A.\'uahz. ‘ Sertifika Bilgisi Analiz Sonuglar \ Birim |
Yontemi

| |
]

Sivi Emdirilmis Mendil | Sivi Emdirilmis Mendil L - ‘

_- 7__ ,<} — ‘ — __‘

Sivi Emdirilmis Mendil - \

Sivi Emdirilmis Mendil | Sivi Emdirilmis h40|1diL\ - ‘

| Sivi Emdirilmis Mendil | ‘ Swvi Emdirilmis Mendil | - |

\ Yogunluk J
\ aliz ; S {
| Nokta Adi | Analiz Tarihi | Analie | Sertifika Bilgisi | Analiz Sonuglars | Birim |

‘ Yontemi

I R

1112019 | OECD 109 0.94 0,05 glem’ 0,861 | gmb |

| |
BE
R ik Macah ulSS SN S
ls.m- | 20.02.2020 OECD 109 0.9 £ 005 gem’ | 0.858 oml |

|\ 9. Ay | 20.05.2020 OECD 109 0,9 + 0,05 glem’ \ 0.856 g/ml

12, Ay | 19.08.2020 OECD 109 \ 0,9 + 0,05 glem’ \ 0,858 o/ml |‘
} N | SN - ..~ W ) S IS S | - s g el e _l
| pH \
‘f’ e T T B0t = AR e "[“_ TSR = 0 i T e o T _r S ﬂ
! Nokta Adi | Analiz Tarihi f/\"nuhz ; | Sertifika Bilgisi | Analiz Sonuglan Birim |
| | | Yiantemi \ \ | |
S Ty - [P S 5 SED— - |
3 AY 21112019 | CIPAC MT 75 | g 42 ‘l 6,78 | ; |‘
R R N —t N - ’F N
6. Ay | 20022020 | CIPACMTTS | §+2 | 721 | : |
[ N ﬁ__J|>___,7ﬂ___ ‘A_ I e c— <|
9. Ay | 20052020 | CIPACMT 75 § 12 | 718 T
SES—— A S R S—————— .._{ RS
12 Ay | 19.08.2020 | CIPACMT75 | - |
L S S ) |

Analizi Yapan
Dr. Pinar ALKAN
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{riiniin Adi ALCOHOL SWAP MENDIL Rapor Tarih ve No 30.09.2020 BP 190061

T: &

EGE UNIVERSITESI FEN FAKULTESI
EGEMIKAL CEVRE SAGLIGI LABORATUVARI
35100 Bornova-iZMIR/TURKIYE
Tel : +90 232 3115020, Faks : +90 232 3115021

BiYOSIDAL URUN UZUN SURFLI STABILITE ANALIZ

RAPORU
o R R - |
\ Renk |
% =" == —|' U eI TR e T IS T ’—’4’
‘ \ :
| Nokta Adi | Analiz Tarihi ‘ ’?_“a“z_ Sertifika Bilgisi Analiz Sonuglar Birim |
| Yontemi |
S E— E—
"3_ Ay | 21.11.2019 \ Gorsel Renksiz-Berrak Renksiz | - |
AR I e O A — % I
‘6_ Ay | 20.02.2020 Gorsel Renksiz-Berrak | Renksiz | - |
v P ,I_ _ T - I R ‘ﬁ,_ S
| 9. Ay \ 20.05.2020 Gorsel Renksiz 4{ - T
[ T e :
|12 Ay 1 19.08.2020 | Gorsel Renksiz ‘ .
[ o I — L B I N B | SR ——
| Kuru mendil agirh@s |
|
‘_ Nokta Adh | Analiz Tarihi ‘ A:nahz- | Sertifika Bilgisi Analiz Sonuclart Birim ‘|
| | Y dntemi ‘
o — P e S G s
‘ |
|‘3_ Ay | 21.11.2019 \ - » 0,145 ‘ 0,145 | ‘
B S = *x " e _}_ S — ﬂ |

=

6. Ay | 20.02.2020 | 0,145 | 0,145 |

—_— |l

9.A) | 2005 200 | : 0,145 | 0,146
\ R

| |
LAy | 19.08.2020 | = 0,145 0,144
- S N — I
| Soliisyon miktar
' i == l - e A l‘ = e
‘I Nokta Adi ' Analiz Tarihi ‘I \t)'[]]‘:::" | Sertifika Bilgisi

‘ | |
e A B R
3. Ay o oann2009 | | 0,70 g(5.5 x 7.5 cm)
| — R
‘6. Ay ‘ 20.02.2020 ‘ 0.70 ¢ (5.5x 7.5 cm)
B B P
9. Ay | 20.05.2020 \ (5,5x 7,5¢m)
e I
|12, Ay | 19.08.2020 0,70 g (5,5 x 7.5 cm)
L T I R

Analizi Yapan
Dr. Pinar kK




{'riintin Ad ALCOHOL SWAP MENDIL Rapor Tarih ve No 30.09.2020 BP190061

T. C.

EGE UNIVERSITESI FEN FAKULTESI
EGEMIKAL CEVRE SAGLIGI LABORATUVARI
35100 Bornova-iZMIiR/TURKIYE
Tel : +90 232 3115020, Faks : +90 232 3115021

BiYOSIDAL URUN UZUN SURELI STABILITE ANALIZ

RAPORU
f S . - £ St SRR s SR ——
| Soliisyon emdirilmis mendil agirhgi |
i T iz | ' — T
Nolkta Adi ‘ Analiz Tarihi ..M 5= Sertifika Bilgisi Analiz Sonuglar | Birim \
| l Yontemi # |
N '*”_"*\”"_ T | ]
| 3.0AY 21.11.2019 L 0.84 ¢ (5.5 x7,5¢cm) | 0.83 ‘ g
[6 | 20.02.2020 e ; 0842 (5.5x7.5cm) | 0.81 | e
o, Ay | 20.05.2020 | s | 0.84 g (5.5x 7.5em) | 0,82 | 0 |
ek o
l 12, Ay | 19.08.2020 \ o | 0.840(3.5x7.5cm) | 0.81 \ g l
[ p— N _ P R | . SO (=
— e - . I - [ — . - R -
| KiMYASAL ANALIZ SONUCLARI |
B 7= e RO R |
[ \
| Etil Alkol CAS NO:64-17-3 |
-
I Analiz Yonteni Kromatografik Yontem J
T B QT i T F R R |
| o o Kullanilan Analiz T.ﬂy].". ‘ Analiz | Etiket Mevzual | -
Rplands Cinaz | Tarihi Limiti - g yetar | Bilgisi G |
| - (LOQ) ! ‘ | |
e R, SSTee e o S N — {
3. Ay |HP[C RID 21.11.2019 \ % 0.1 % 72,71 | % 70 I% 70,81 + % ﬂ a/100g |
- - ’ S [ \
f # e Jr | \ | ‘ .
1O/ b By 0. % Sl o 0 i 1. B =3 / 41
6. A [ HPLC-RID | 20.02.20X( ) | % 0.1 |{ Yo 73,58 | s 70 |“ 70,81« "0 10| 2/100 ¢ |‘
9. Ay |HPLC-RID | 20.05.2020 | %0, % 73,51 | %o

70
2. Ay |m‘l C-RID | 20082020 | %0, 1 l % 73 2ﬂ % 70 E"/o 81 + % 10\ ¢ /100g |

-<)7(J8|: o 101 w100 ¢ \

Uriiniin fiziksel dzellikleri, irtntn speslﬁl\awonlan ile uyumludur, Analiz sonucunda, ctkcn‘
\ madde miktarmm kabul edilebilir simirlar igerisinde oldugu tespit edilmistir. |

R sttt

Kimya Laboratuvgt >
Dr. Umu

Eo LRy
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Uriiniin Ad ALCOHOL SWAP MENIDL Ripor Tarib ve No 30.09.2020 BP 190061

T.C,

EGE UNIVERSITESI FEN FAKULTESI
EGEMIKAL CEVRE SAGLIGI LABORATUVARI
35100 Bornova-iZMIR/TURKIYE
Tel : +90 232 3115020, Faks : +90 232 3115021

BiYOSIDAL URUN UZUN SURELI STABILITE ANALIZ
RAPORU

NOT:

I.Analiz sonuclar: sadece getirilen numuneleri kapsamaktadir.

2. Analiz sonuglart yazili ve gorsel yayin araglarimda higbir sekilde reklam amagh kullanilamaz.
3.Bu rapor. laboratuvarin yazil izni olmadan kismen kopyalanip cogaltilamaz.

A.imzasiz ve kasesiz raporlar gecersizdir,

5. Numune alma islemi laboratuvarimizin sorumlulugunda degildir.

T

Laboratuvar Miidiirii
Prof. Dr. Giiven OZDEMIR

7 “apan
Dr. Pinar ALKAN
L4/ Rey 01




vata rile C:\CHEM32\

o IM2019\ALKOL_ 21112019 2019-11-21 99—37—97\21112919_BP196861_3AY_1.D

Sample Name: BP190@61

Acg. Operator

Acq. Instrument :

Injection Date

Acq. Method
Last changed

Analysis Method :

Last changed

Sample Info

Additional Info :

¢ U.SAHAR/M.KORUYUCU/P.ALKAN Seq. Line ; 3
Instrument 1 Location : vial 43
¢ 21-Nov-19 12:44:48 PM Ing = 1

Inj Volume : 1.8 pl
b C:\CHEM32\1\DATA\KASIM2@19\ALKOL_21112919 2019-11-21 @9-37-07\ALKOL.M
1 @9-Jun-17 2:50:0@ PM by Umut SAHAR
C:\CHEM32\1\METHODS\ALKOL .M
21-Nov-19 3:55:11 PM by U.SAHAR/M.KORUYUCU/P.ALKAN
(modified after loading)
: BP19@e61 3 ay

Peak(s) manually integrated

[ RID1 A, Refractive Index Signal (KASIM2019\ALKOL 21112019 20197721 09-37-07\21112019_BP180061_3AY_1D)
' RIU 1 3 o
‘ n — .“.% xq)g
J "D o
120000 | [ 1y v
1 I o
100000 | '8 >
J | ;Q:b
80000 | 2
60000 |
40000
20000 5 |
0_: S R PP A= _ s i s o R S
e S T T T T T r T T T T T T U S I Roerree— =
L 0 — 5 10 15 20 ] 25

Sorted By : Signal
Calib, Data Modified : 21-Nov-19 3:55:11 PM
Multiplier : 1.0000
Dilution 1.20€9

Use Multiplier &

Signal 1: RID1 A

Dilution Factor with ISTDs

» Refractive Index Signal

RetTime Type Area Amt/Area Amount  Grp  Name
[min] [nRIU*s] [Pow/w]

------- i e Reenpeani] =R T SN
21.502 MM 3.8422%6 1.89249e-5 72.71490 etanol

Totals : 72.71490

1 Warnings or Errors

Warning : Calibration warnings (see calibration table listing)

Instrument 1 21-Nov-19 3:55:25 pM U.SAHAR/M. KORUYUCU/P . ALKAN Page



Data File C:\CHEM32\...IM2019\ALKOL 21112019 2019-11-21 ©9-37-07\21112019_BP199061 3AY 1.D
Sample Name: BP196661

Aread - 7’f7 etanol at exp. RT: 21,521
3566 1 3-846+006 /if; - RID1 A, Refractive Index Signal
- | Correlation: 1.00000
] e Residual Std. Dev.:  ©.00000
4sER- A | Formula: y = mx + b
2€6 e m: 52848.45357
1586~ Ea b: 0.00000
1E6- | Xx: Amount
] y: Area
1500000~
1 72715/
I e e
0 25 50 75
Amount[%w/w]

*¥*% End of Report ***

Instrument 1 21-Nov-19 3:55:25 PM U.SAHAR/M.KORUYUCU/P.ALKAN Pz



Jata Filé C:\CHEM32\...AT2020\ALKOL_20022020 2020-02-20 10-09-30\20022020_BP1S6061_6AY_1.D

Sample Name: BP19@@61

Acq. Operator : U.SAHAR/M.KORUYUCU/P.ALKAN Seq. Line :

Acg. Instrument : Instrument 1 Location

Injection Date : 20-Feb-20 1:16:57 PM Inj
Inj Volume :

Acg. Method
Last changed
Analysis Method
Last changed

1 ©9-Jun-17 2:50:00 PM by Umut SAHAR
: C:\CHEM32\1\METHODS\ALKOL.M

(modified after loading)
Sample Info : BP190061 6 ay

Additional Info : Peak(s) manually integrated

. Vial 13

g
1.9 ul

: C:\CHEM32\1\DATA\SUBAT2028\ALKOL_20022020 2020-02-20 10-09-38\ALKOL.M

: 20-Feb-20 1:48:58 PM by U.SAHAR/M.KORUYUCU/P.ALKAN

RIDT A, Refractive Index Signal (SUBAT2020\ALKOL_20022020 2020-02-20 10-09-30120022020_BP190061_6AY_1.D)
nRIU - 21.478- etanol QQQ:
- I xa
100000 — &
] R
80000-? | %sdb
60000 - ||
40000 ] o
: |
20000 | |
E — v —
I T I T T
0 5 10 15 20 25
External Standard Report
Sorted By Signal
Calib. Data Modified 20-Feb-20 1:40:24 PM
Multiplier 1.0000
Dilution 1.0000

Use Multiplier & Dilution Factor with ISTDs

Signal 1: RID1 A, Refractive Index Signal

RetTime Type Area Amt/Area Amount  Grp  Name
[min] [nRIU*s] [% w/w]

------- D e E e P E EECERTEES
21.478 MM 4.04561e6 1.81884e-5 73.58329 etanol

Totals : 73.58329

1 Warnings or Errors :

Warning :

Instrument 1 2@-Feb-20 1:48:52 PM U.SAHAR/M.KORUYUCU/P.ALKAN

Calibration warnings (see calibration table listing)



Data File C:\CHEM32\...AT2020\ALKOL_20022020 2020-02-20 10-99-30\20022020_BP190061 6AY 1.D
Sample Name: BP198861

ﬁgg 7 ptanol at exp. RT: 21.488
4.05e+006 | | RID1 A, Refractive Index Signal
4956 ,/ ' Correlation: 1.00000
3EB /// | Residual Std. Dev.: 0.00000
2.5E6 s | Formula: y = mx + b
266 - / ' m: 54979.97500
1.5E6 4 /// b 0.00000
E A x: Amount
1E6 4
3 y: Area
500000 - :
5 3 L | 73.583
| [ | T T
0 25 50 75
Amount[% w/w]

*¥*¥* End of Report *¥#

Instrument 1 28-Feb-20 1:48:52 PM U.SAHAR/M.KORUYUCU/P.ALKAN



vata rile Li\CHEM32\...IS2020\ALKOL_ 20052020 2020-95-26 15-26-46\20052020_BP190061_9AY 1.D
Sample Name: BP198661

Acqg. Operator ¢ U.SAHAR/M.KORUYUCU/P.ALKAN Seqg. Line : 2
Acq. Instrument : Instrument 1 Location : vial 3
Injection Date : 20-May-20 3:58:47 PM Inj : 1
Inj Volume : 1.0 pl
Acq. Method : C:\CHEM32\1\DATA\MAYIS2629\ALKOL_26652@26 2020-085-208 15-26-46\ALKOL.M
Last changed © ©9-Jun-17 2:50:00 PM by Umut SAHAR
Analysis Method : C:\CHEM32\1\METHODS\ALKOL .M
Last changed : 20-May-20 4:50:09 PM by U.SAHAR/M.KORUYUCU/P.ALKAN
(modified after loading)
Sample Info ¢ BP19@861 9.ay

Additional Info : Peak(s) manually integrated

T RID1 A, Refractive Index Signal (MAY1S2020\ALKOL_20052020 2020-05-20 15-26-46120052020_BP190061_9AY 1.D) S
nRIU | 3
120000 | s
1 3
] s
100000 S
] | i?
80000 - |‘ 5
60000 - |
|
] |
40000 - [
il | 1
20000 - o
0 j‘»k e . R JJJ i s e
I T T ‘ T T T T ‘ T T T T ‘ T T T T | T T T B
L 0 5 10 15 20 25

Sorted By : Signal
Calib. Data Modified : 20-May-20 4:56:16 PM
Multiplier ! 1.00600
Dilution - 1.0000

Use Multiplier & Dilution Factor with ISTDs

Signal 1: RID1 A, Refractive Index Signal

RetTime Type Area Amt/Area Amount  Grp  Name
[min] [nRIU*s] [Pow/w]
------- P Bl [ RS ) (RSE———
21.577 W 3.92291e6 1.88333e-5 73.50476 etanol
Totals : 73.50476

1 Warnings or Errors

Warning : Calibration warnings (see calibration table listing)

Instrument 1 20-May-28 4:50:22 PM U.SAHAR/M.KORUYUCU/P . ALKAN Page




Data File C:\CHEM32\...ISZ@28\ALKOL_26652626 2020-05-20 15-26-46\20052020_BP19@061 9AY 1.D
Sample Name: BP190061

immmwwﬁmmmmmemmmmmmmﬂmmmﬂ,,/'etanol at exp. RT: 21.585
35E6§390e+006 ///;3 RID1 A, sefractlve Index Signal
3 A | Correlation: 1.00000
— S .| Residual Std. Dev.:  0.00000
2.566 ////’ || Formula: y = mx + b
2E6 - m: 53097.32143
- / b 0.00000
: e i X: Amount
1E6 -] - g
] P - y: Area
500000] |
E 73,505 |
0F———— [ T e e
0 25 50 75

Amount[%w/w]

*** End of Report #***

Instrument 1 20-May-20 4:58:22 PM U.SAHAR/M. KORUYUCU/P . ALKAN P



Data File C:\CHEM32\..

Sample Name: BP1908€61

Acqg. Operator

Acq. Instrument :

Injection Date

Acq. Method
Last changed
Analysis Method
Last changed

Sample Info

Additional Info :

-S2020\ALKOL_19082020 2020-08-19 ©9-46-43\19082020_BP190061_12AY_1.D

¢ U.SAHAR/M.KORUYUCU/P.ALKAN Seq. Line : 9
Instrument 1 Location : Vvial 33

: 19-Aug-20 2:27:54 PM Inj : ik
Inj Volume : 1.0 pl

: C:\CHEM32\1\DATA\AGUSTOS2629\ALKOL_1968292@ 2020-88-19 09-46-43\ALKOL.M
* @9-Jun-17 2:50:0@ PM by Umut SAHAR

:+ C:\CHEM32\1\METHODS\ALKOL .M

: 19-Aug-20 3:57:@8 PM by U.SAHAR/M.KORUYUCU/P.ALKAN

(modified after loading)

! BP15@e61 12 ay

Peak(s) manually integrated

RID1 A, Refractive Index Signal (AGUSTOS202...0L_19082020 2020-08-19 09-46-43\1 9082020 _BP190061_12AY_1.D)

nRIU ] 21-5175 Etanol &
120000 -] it Q&Q
1 [ &
. | ! >
100000 | 6ﬁ$
7 | 1 &”
80000 - K
60000 | W
40000 J ﬂ
20000 | :
0 1 = = ,I r— = S RS I
SR T ' : R L T :
0 5 10 15 20 25
External Standard Report
Sorted By Signal
Calib. Data Modified 19-Aug-20 3:55:32 PM
Multiplier 1.0000
Dilution 1.0000

Use Multiplier & Dilution Factor with ISTDs

Signal 1: RID1 A, Refractive Index Signal

RetTime Type Area Amt/Area Amount Grp Name
[min] [NRIU*s] [% w/w]

------- e Kol [T UETEN, e [
21.517 MM 3.88861e6 1.88481e-5 73.29285 Etanol

Totals : 73.29285

1 Warnings or Errors

Warning :

Instrument 1 19-Aug-20 3:57:30 PM U.SAHAR/M.KORUYUCU/P.ALKAN

Calibration warnings (see calibration table listing)

1 of 2



NData File C:\CHEM32\...S20820\ALKOL_ 19082820 2£20-08-19 09-46-43\19082020_BP19@061_12AY 1.D
Sample Name: BP19@e61

< T Etanol at exp. RT: 21.527
3505 1 3-89e+006 RID1 A, Refractive Index Signal
Correlation: 1.20000
9Eg Residual Std. Dev.:  ©.00000
2.5E6 Formula: y = mx + b
2E6 4 m: 53055.80714
1586 Y b @.00000
1E6§ 7 ; X: Amount
1 i y: Area
500000 5 i
1 73.293
0F——r——1— s e
0 25 50 75
Amount[% w/w]

*¥*¥* End of Report ***

Instrument 1 19-Aug-20@ 3:57:30 PM U.SAHAR/M.KORUYUCU/P.ALKAN



