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CERTIFICATE OF ANALYSIS 

Product: 

Batch nr: 

STABILIZED GLYCEROL FORMAL 

Date: 14 JANUARY 2016 

CONCEPT SPEGIFICAT� 
Appearance: Clear, oolourless llquld 

Solublllty: Mfsdble wrth water and othallol 
(96 '6) 

Assay (GC): �99.0% 
Identification A: test 

ldentffioaUon B: test 

ldentlflcatfon C: IR absorption 

Glycerol: S0.5 % 
Water {KF): S0.5% 

Formaldehyde: S20 0ppm 
Peroxides: S15 ppm

Heavy Metals: S10 ppm 
pH (10% w/v In water): 4.0- 6.5

Relative density: 1.210-1.220 
Refractive index: 1.445-1.455 

OBSERVATIONS 
6�era. O 0211'. SOOfUM EOTA 

O.ot % PROPYl GAU.ATE 
0.011' llilOOlPAOPIONICACU> 

� tOC:Otdlng to Ewopotn PhQllTl.aCOptia, 

RESULTS 
Complies 
Complies 

99.9¾ 

Complies 
Compiles 

Complies 
0.21 % 

0.14% 
145 ppm 

2ppm 
<10ppm 

5.7 

1.218 

1.450 

METHOD 

SPA-1007-04 
SPA-1007-04 
-

SPA -1007-04 
SPA-1007-04 
SPA -1007-04 
SPA-1007-04 
SPA-1007-04 
SPA-1007-04 
SPA-1007-04 
SPA-1007-04 
SPA-1007-04 
SPA-1007-04 
SPA-1007-04 
SPA-1007-04 

Thi PfOduct ii mam,,ffdurtd lnim 100,C,. VOQotabJ• g� Orf;ln. 
The g�lfN c:ont&ru no� lrac.t ol OMO.: 

_ · , • � The ptodud 15 In <Dll)llancit 'Wllh the con.en, ... � CPMP/ICH/283/95 ooneomlng tho roe.(1"'.. � · id!u6 t>lf 
and nl-1«1 In O'lt &M'opean Prwm11oop01a,, ·S'> ,. .� � "'· 

t .. ,. � 
,..,ws 

. t))'O ,.., .,.,· 
- �Ir"� 

Manufacture Date; JANUARY 2016 SP QUfMICA, S.A. 
Expiry Dale: JANUARY 2019 Quality Control 
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Product: 

Batch nr: 

Date: 

STABILIZED GLYCEROL FORMAL 

 

19 JANUARY 2016 

CONCEPT SPECIFICATIONS 

Appearance: Claar. colourless liquid 

Solubtllty: Miscible with water and ethanol 

(96%) 

Assay(GC): �99.0% 

ldentlflcation A: test 

ldentlflcatlon B: test 

ldentlflcatlon C: IR absorption 

Glycerol: S0.5% 

Water (KF): s0.5% 

Fomialdehyde: S200ppm 

Peroxides: S15 ppm 

Heavy Melals: S10ppm 
pH (10% w/V In water): 4.0 · 6.5 

Relative density: 1.210-1.220 

Refractive index: 1.445-1.455 

OBSERVATIONS 
S!.ibil!tl:Ol'I! 0.02 "' SOOtUM EDTA 

0.02 ... PROPVLGAIJ.ATE 
0.01 1io ll-UOOIPAOPlONIC ACID 

s,,,dbllon<oooording 1a e_,, P� 

i RESULTS : METHOD 

Compiles SPA-1007-04 

Complies SPA-1007-04 

99.7% SPA-1007•04 

Complies SPA-1007•04 

Complies SPA-1007-04 

Complies SPA-1007-04 

0.30% SPA-1007•04 

0.15% SPA-1007--04 

123 ppm SPA-1007-04 

<1 ppm SPA-1007•04 

<10 ppm SPA-1007-04 

5.5 SPA-1007-04 

1.217 SPA-1007•04 

1.450 SPA-1007-04 

Th• producl is ffl<l1Nf4ithlrtd-fr'Q'1'1 100'% vegotoblt glvc,:erkl, odgil 
Th• al)ame oontalnt no dttootabkt !ta.CM or GMOI. 

., -- -:� 
lho J)tOduot It Ill cotnplltnce with lht OON-onnu::; 9ulde&'\e CPMP/ICH/28::WS conGcming lbe rnldual IOM ts Id,� by EM�f"� 
... .,..., .. ., Utee.-poan PM� 

d ,' J;._ 

· •j J 
� 

Manufacture Date: JANUARY 2016 SP QUIM CA, S.A. 
Elcplry Date: JANUARY 2019 Quality Control 

MP.CC.000.3. ANEXO 7 
C00:5PE•1007-43 
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Product: 

Batch nr: 

Date: 

STABILIZED GLYCEROL FORMAL 

 
12 JANUARY 2016 

CONCEPT ' SPECIFICATIONS 

Appearance: Clear, colourle,;s llquld 

Solubility: Miscible wilh water and elhanol 
(96%) 

Assay (GC): ;e99.0% 
Identification A: test 
Id entification B: lest 

Identification C: IA absorption 
Glycerol: S0.5% 

Water (KF): 50.5% 
Formaldehyde: S200ppm 

Peroxides: S15 ppm 
Heavy Metals: s,o ppm 

pH (10% w/11 In water): 4.0 • 6.5 
Relative density: 1.210-1.220 
Refractive index: 1.445-1.455 

OBSERVATIONS 
Stablftzera: 0,021', SOOIUM EOTA 

0.02 % PFIOl'VI. GALI.ATE 
'0..01 V. iHIOOIPAOPION"IC A.OD 

SjMdr1t11llons �COiding lo Europe-an Phar� 
Th• p,owcl;, monu!Odu,ad 1""11 1()01' � �Ina o,gln. 
'n'I• Q�t cont.llna no dtioct'11ft tr1�1 rJ G-MOt, 

RESULTS METHOD 

Complles SPA-1007-04 
Compiles SPA-1007-04 

99.7 % SPA-1007-04 
Complies SPA-1007-04 
Complies SPA-1007-04 
Complies SPA-1007-04 

0.30 % SPA-1007-04 
0.16% SPA-1007-04 

138 ppm SPA-1007-04 
2ppm SPA-1007-04 

<10 ppm SPA-1007-04 
5.8 SPA-1007-04 

1.218 SPA-1007-04 
1.450 SPA-1007-04 

Tbt prodvCll 11 '" eotnpfiance 'Mlh iho eot\C«ltl.l• 9'i'JdelM CPMP/lCHl283JO$ C01'1'omln0 lhO fO:sldual ,-ol\1!: EA 
and ... .., ....... -- PlwmacoplliL d � .QUIMIC,; .i:...,-

.a.. v,,.. ,:, ... �
&'JJSI) IU1·1.11Jt..1, '' I 
"•�.--� . / 

Manufacture Date; JANUARY 2016 SP Q IM CA, S.11:"' . .;;.. _ _,,-
Expiry Date: JANUARY 2019 Qua llty Control 

MP ...CC.D09_"J.ANEXO 1
COD:!SP£-1007o03 
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CERTIFICATE OF ANALYSIS 

Product: 

Batch nr: 

Date: 

STABILIZED GLYCEROL FORMAL 

 
25 JANUARY 2016 

CONCEPT I SPECIFICATIONS 
Appearance: Clear, colourless liquid 

Solubility: Miscible with water and ethanol 

Assay (GC): 

Identification A: 

Identification B: 

Identification C: 

Glycerol: 

Water (KF): 

Formaldehyde: 

Peroxides: 

Heavy Metals: 

pH (10% w/v in water): 

Relative density: 

Refractive index: 

OBSERVATIONS 
Stabilizers: 0.02 % SODIUM EDTA 

0.02 % PROPYL GALLATE 

(96 %) 

�99.0% 

test 

test 

IR absorption 

:50.5% 

:50.5% 

:5200 ppm 

:515 ppm 

:51 0 ppm 

4.0 - 6.5 

1.210-1.220 

1.445-1 .455 

0.01 % THIODIPROPIONIC ACID 
Specifications according to European Pharmacopeia. 
The product is manufactured from 100% vegetable glycerine origin. 
The glycerine contains no detectable traces of GMOs. 

RESULTS 
Complies 
Complies 

99.7 %
Complies 
Complies 
Complies 

0.29 %
0.17 %

129 ppm 
2 ppm 

<10 ppm 
5.6 

1.218 
1.450 

METHOD 
SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

The product is in compliance with the consensus guideline CPMP/ICH/283/95 concerning the residual solvents edited by EMEA 
and inserted in the European Pharmacopeia. 

Manufacture Date: 

Expiry Date: 

MP.CC.009 3. ANEXO 7 
COD:SPE-1007-03 

JANUARY 2016 

JANUARY 2019 

SP QUIMICA,. S.:A. 
Quality Control 

.,;r,ta Rt - J-,4, JOfla, tech:> 15 02 85 IO<"'o 333 Ibro 257 Secc Sdades., fo!lo 17, hoJa 5 427 lnscnpclon 1' 
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CERTIFICATE OF ANALYSIS 

Product: 

Batch nr: 

Date: 

STABILIZED GLYCEROL FORMAL 

 
27 JANUARY 2016 

CONCEPT I SPECIFICATIONS 
Appearance: Clear, colourless liquid 

Solubility: Miscible with water and ethanol 

Assay (GC): 

Identification A: 

Identification B: 

Identification C: 

Glycerol: 

Water (KF): 

Formaldehyde: 

Peroxides: 

Heavy Metals: 

pH (10% w/v in water): 

Relative density: 

Refractive index: 

OBSERVATIONS 
Stabilizers: 0.02 % SODIUM EDTA 

0.02 % PROPYL GALLATE 

(96 %) 

.::99.0% 

test 

test 

IR absorption 

:50.5% 

:50.5% 

:5200 ppm 

:515 ppm 

:51 0 ppm 

4.0 - 6.5 

1.210-1.220 

1.445-1 .455 

0.01 % THIODIPROPIONIC ACID 
Specifications according to European Pharmacopeia. 
The product is manufactured from 100% vegetable glycerine origin. 
The glycerine contains no detectable traces of GMOs. 

RESULTS METHOD 
Complies SPA-1007-04 

Complies SPA-1007-04 

99.7 % SPA-1007-04 

Complies SPA-1007-04 

Complies SPA-1007-04 

Complies SPA-1007-04 

0.29 % SPA-1007-04 

0.20 % SPA-1007-04 

123 ppm SPA-1007-04 

1 ppm SPA-1007-04 

<10 ppm SPA-1007-04 

5.6 SPA-1007-04 

1.218 SPA-1007-04 

1.450 SPA-1007-04 

The product is in compliance with the consensus guideline CPMP/ICH/283/95 concerning the residual solvents edited by EMEA 
and inserted in the European Pharmacopeia. 

Manufacture Date: JANUARY 2016 

JANUARY 2019 

r-1 - r\CA.��
... � 

SP QUIMIC�,'.§�. 
Quality Co�tro � Expiry Date: 

MP.CC.009 3. ANEXO 7 
COD:SPE-1007-03 
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----



"" . 

s.p. qu1m1ea, s.a.
CORRESPOND£NCIA 

Apnrt c:<o PO f'c 

J 0 - RIUDOMS �g . l"AIN 
a spquI c< •SP L rl'c ' r-

CERTIFICATE OF ANALYSIS 

Product: 

Batch nr: 

Date: 

STABILIZED GLYCEROL FORMAL 

29 JANUARY 2016 

CONCEPT SPECIFICATIONS 
Appearance: Clear, colourless liquid 

Solubility: Miscible with water and ethanol 

Assay (GC): 

Identification A: 

Identification B: 

Identification C: 

Glycerol: 

Water (KF): 

Formaldehyde: 

Peroxides: 

Heavy Metals: 

pH (10% w/v in water): 

Relative density: 

Refractive index: 

OBSERVATIONS 
Stabilizers: 0.02 % SODIUM EDTA 

0.02 % PROPYL GALLATE 

(96 %) 

.::99.0% 

test 

test 

IR absorption 

S0.5% 

S0.5% 

S200 ppm 

S15 ppm 

S10 ppm 

4.0 - 6.5 

1.210-1.220 

1 .445-1 .455 

0.01 % THIODIPROPIONIC ACID 
Specifications according to European Pharmacopeia. 
The product is manufactured from 1 00% vegetable glycerine origin. 
The glycerine contains no detectable traces of GMOs. 

RESULTS I METHOD 
Complies SPA-1007-04 

Complies SPA-1007-04 

99.5 % SPA-1007-04 

Complies SPA-1007-04 

Complies SPA-1007-04 

Complies SPA-1007-04 

0.21 % SPA-1007-04 

0.16 % SPA-1007-04 

109 ppm SPA-1007-04 

2 ppm SPA-1007-04 

<10 ppm SPA-1007-04 

5.4 SPA-1007-04 

1.218 SPA-1007-04 

1.450 SPA-1007-04 

The product is in compliance with the consensus guideline CPMP/ICH/283/95 concerning the residual solvents edited by EMEA 
and inserted in the European Pharmacopeia. 

Manufacture Date: 

Expiry Date: 

MP.CC.009 3. ANEXO 7 
COD:SPE-1007-03 

JANUARY 2016 

JANUARY 2019 

,t• ReL M<> d T· ayona, tocha 15 02 85, tono 333 ,bro 257, Secc Sd.de• foloo 17 hoJa 5 4IT ns ,,pciOn • 
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CERTIFICATE OF ANALYSIS 
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Product: 

Batch nr: 

Date: 

STABILIZED GLYCEROL FORMAL 

 

4 FEBRUARY 2016 

CONCEPT l SPECIFICATIONS

Appearance: Clear, colourles., liquid

Solubillty: Miscible wfth wat91 and ethanol 

·-

Assay (GC): 

Identification A: 

Identification B: 

ldentiflcatlon C: 

Glycerol: 

Water (KF): 

Formaldehyde: 

Peroxides: 

Heavy Metals: 

pH (t 0% w/V in water): 

Relative density: 

Refractive index: 

OBSERVATIONS 
s .. b.utt: 0.02 1' SODIUM EOTA 

0.0'2" PAoPYI. GALLATE 

i96%) 

2:99.0% 

test 

test 

IA absorption 

SQ.5% 

s0.5% 

S200 ppm 
--

S15ppm 

S10 ppm 

4.0 • 6.5 

1.210-1.220 

1.445-1.455 

0.01 'II, TlilOOIPROPIONICACID 
Spoctrk.:i.tlcnl aceotdir'IO to EuropN.n Phatmacope{a. 
Tho PfOOUQ II Manufac:turod fram t� veg,olabjo�no ortpin. 
Th& ohc«lne oon1aina no Cleloalabt& ltaCe$ � GMO.. 

-

RESULTS METHOD 

Complies SPA· 1007-04 

Complies SPA-1007-04 

99.6% SPA-1007-04 

Complies SPA-1007-04 

Complies SPA-1007-04 

Compiles SPA-1007-04 

0.24 % SPA-1007-04 

0.18% SPA-1007-04 

118 ppm SPA-1007-04 

2 ppm SPA-1007-04 

<10 ppm SPA-1007-04 

5.6 SPA-1007-04 

1.218 SPA-1007-04 

1.450 SPA· 1007-04 

The� It ., canpllanc:• witn Iha COM:MIUI gvldein• CPMPJ\CH,12S3/!)S cot1c.-n1119 the r.-idua.l 3aV&1115 ed.� 
lfldi!Qtrt«11nD1e&#opt:tn�mtcOl)l!!la.. 

cl .�:,, JU • .J 

,. 
'1 

• --; fkm',-.,, ,., ...:.. ' 
� •JJ,'!? II.UH,., .. ,, / 

��J� ., 
.,, 

Manufacture Dale: FEBRUARY 2016 SP Q M CA, S.A. 

Expiry Date: FEBRUARY 2019 Quality Control 

MP.CC 009_3 ANE)(O 7 
C00cSPE-100l'-43 
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Product: 

Batch nr: 

Dat&: 

CONCEPT 
Appearance: 

Solubility: 

,-
Assay (GC): 

Identification A: 
Identification B: 
Identification C: 

Glycerol: 
Water (KF): 

Formaldehyde: 
Peroxides: I 

Heavy Metals: 
pH (10% w/v In water): 

Relatlve density: 
Refractive Index: 

CERTIFICATE OF ANALYSIS 

"""'1 RIUOOMS (l'oMOI Sl'AIN 
E-n'l:t !. ._POJl't'IC:..USC,ql11rl\c.a.C01'11 

STABILIZED GLYCEROL FORMAL 

9 FEBRUARY 2016 

SPECIFICATIONS RESULTS I METt!OD 
Clear, colourless liquid Complies SPA-1007-04 

Miscible with water and ethanol Complies SPA-1007-04 
(96 '6) 

.e99.0% 99.7% SPA-1007-04 
test Complle-S SPA-1007-04 
lest Complies SPA-1007-04 

IR absorption Complies SPA-1007-04 
S0.5% 0.32% SPA-1007--04 
S0.5% 0.15% SPA-1007-04 

S200ppm 189 ppm SPA-1007•04 
S15 ppm 2ppm SPA-1007-04 
SIOppm <10 ppm SPA-1007-04 
4.0 • 6.5 5.6 SPA· 1007-04 

1.210-1.220 1.218 SPA-1007-04 

' 
1.445-1.455 1.450 SPA-1007-04 

OBSERVATIONS 
S180ll?O�s· 0.0219' SOORJM COTA 

0 02" PAOPVL GALI.A TE 
0 01 ""- THIODIPAOP.ONIC ACfO 

Spociflc:atlans ac00tdll')9 10 Eu,opgan Pharmaeopela 
rn• Pl'CkiJa. Is m.11rwf1;C1urtd trom 100� '-'OgOt.oblo gtyacrine ongln. 
The ol�"- c:ontalM no detectabla tni.1.e11 ol GMOt. 
The peodud JI: " compliance with 1ht oons.ensut gud•t.Kt CP MP/\CH/283195 concamlng lho I ealdual s 
•Od IAl- ln the Europoon Pn11macq,oill

d -� \.l ' I \' 

'':,> 'l 

(to.. l(•.a•..11, ... )- �)) • •·�-• 1111 :- ,,u 

�-.1•- :.,.:::_p� 
Manufae1ure Date: FEBRUARY 2016 SP QU

l

M CA, S.-;.:---
Expiry Date: 

MP CC.009_3- ANel<O 7 
C00:6PE 1007,0) 

FEBRUARY 2019 

"91m,."""3tJff0t� tN. ... 111.0:, ll'fl.t�AA ....,ti,.�� ..... -.ltlf�t,,...._..<t:t,,111,�t• 
Cll -. '�l'!l 

Quality Control 
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s.p. qu1m1Ca, s.a.
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CERTIFICATE OF ANALYSIS 

Product: 

Batch nr: 

Date: 

STABILIZED GLYCEROL FORMAL 

25 FEBRUARY 2016 

COtjCEl;!T §f;!5CIFICATIONS

Appe�rance: Clear. colourless llqold 

Solubility: Miscible with water and ethanol 

(96%) 

Assay (GC): �9.0% 

ldentifleatlon A: test 

Identification B: test 

Identification C: IA absorption 

Glycerol: S0.5% 

Water (KF): S0.5% 
Formaldehyde: S200ppm 

Peroxides: S15 ppm 

Heavy Metals: S10 ppm 

pH (10% w/v in water): 4.0 • 6.5 
Relative density: 1.210-1.220 
Refractive Index: 1.445-1.455 

OBSERVATIONS 
Stoblm11: 0.021' SOOIUM EDT.A 

0.02" PROPYL GAUATE 
0.01 11. TH,OOIMIOPIONIC ACID 

lipocltlc;a1ions �onimg 10 E'u1opsan Pl,aanacopet.. 
The proauci ia ma nufaciurcd tfom I 00'JI. vagolable glyc:crioo origin, 
The gtyce,-,e oo,,tam, no detaciable ltaces at C"'Os. 

@§ULTS 

Complies 

Complies 

99.6% 

Compiles 

Compiles 

Compiles 

0.25% 

0.16 % 

160 ppm 

1 ppm 

<10 ppm 

5.6 

1.218 

1.450 

METHOD 

SPA -1007-04 

SPA-1007•04 

SPA-1007-04 

SPA-1007•04 

SPA-1007-04 

SPA-1007•04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

SPA-1007-04 

The prodl.,ce • 1n co,,npi.a� Mlh the oooaens,.., guideline CPMPA� concem,ng lhe resiclu.31 aotvenl.l 
I� and in&etted In r,t,t European Pharmacopela. d �f "-J 

I 
H, • f 

;i,.� '• ·If\ ' 

�--43� �JI•·�•� 

� '!..:l ..... .-
Manufacture Date; FEBRUARY 2018 SP QU MCA, S.A. 
Expiry Date: 

WP CC OOO> .ANEJ<.O 7 
COO,SPE-1007-00 

FEBRUARY 2019 

-A,._ M..-... ,�._.,..,,� .. •-m-..,.r.--.� ... ,...n,ncja1qy �flCIO!I•·

11''-·•� 

Quality Control 




