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CERTIFICATE OF ANALYSIS
Product: STABILIZED GLYCEROL FORMAL
Baich nr:
Date: 14 JANUARY 2016
> TIC E
Appearance: Clear, colourless liquid Complies SPA-1007-04
Solubility; Misclle 'm(;sa;:)r andetharol | Complies SPA-1007-04
Assay (GC): 299.0% 99.9 % SPA-1007-04
identification A: tast Complies SPA-1007-04
Identification B: test Complies SPA-1007-04
Identification C: IR absorption Complies SPA-1007-04
Glycerol: $0.5% 0.21 % SPA-1007-04
Water (KF): $0.5% 0.14% SPA-1007-04
Formaldehyde: s200 ppm 145 ppm SPA-1007-04
Peroxides: s15 ppm 2 ppm SPA-1007-04
Heavy Metals: s10 ppm ot <10 ppm SPA-1007-04
pH (10% WA in water): 40-6.5 57 SPA-1007-04
Relative density: 1.210-1.220 1.218 SPA-1007-04
Refractive index: 1.445-1.455 1.450 SPA-1007-04
OBSERVATIONS
Sadtios: 002 % SODIUM EDTA

0.02% PROPYL GALLATE
0.0t % THIOOIPROPIONIC AGD
according 0 Europoan Phasracopeia.
The ptoducy ia manutactured irom 100% vogetabla ghcefine origla,
The glycering contans no delectabia Uaces of G140s. /-'“‘“‘\
The produc! ls In cxnpiianse with the coneensus gUdwing CPMP/ICH263,95 conconing no resousl dve&sw
and ksetied in e EWOpesn Phamacopela.

Manutachire Date: JANUARY 2016 SP QUIMICA, S.A.
Expiry Date: JANUARY 2018 Quality Control

MP.CC.005_3. ANEXO 7
COODSPE-1007-03
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CERTIFICATE OF ANALYSIS

Product:

Batch nr:
Date:

STABILIZED GLYCEROL FORMAL

19 JANUARY 2016

Clear, oolour Nq

“SPA1007.04

Appearance: Complies
Solubllity: Miscible with (;ea:') and ethanol Complies SPA-1007-04
| Assay (GC): 299.0% 99.7 % SPA-1007-04
tdentification A: test Complies SPA-1007-04
Identlfication B: test Complies SPA-1007-04
Identification C: IR absorption Complies SPA-1007-04
Glycerot: 50.5% 0.30 % SPA-1007- 04
Water (KF): - 50.5% 0.15% SPA-1007-04
Formaldehyde: <200 ppm 123 ppm SPA-1007-04
Peroxides: 515 ppm <1 ppm SPA-1007-04
Heavy Melals: <10 ppm <10 ppm SPA-1007-04
pH (10% w/ in water): 40-65 5.5 SPA-1007-04
Relative density: 1.210-1.220 1.217 SPA-1007-04
Refractive index: 1.445-1.455 1.450 SPA-1007-04

OBSERVATIONS

Sablizors:  0.02 % SQOILM EOTA

0.02 % PROPYL GALLATE

0.0t % THIODIPROPIONIC ACID
Specificslons aocarding o Eump3an Plosmacopaia.
The produci s niamnviachured from $100% vegelatio glycutine origin.
The ghycerine containg no deloctabla aces of GMOa.

Tho product i in complance with tho consonsud guidelind CPMPACHZE/DS concerning e rasidus

800 haonod in the Eiropsan Phomacopeca,

Manufacture Date:
Explry Date:

MP,CC.000.3. ANEXO 7
COOSPE-1007.03
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CERTIFICATE OF ANALYSIS

Product: STABILIZED GLYCEROL FORMAL
Batch nr:
Date: 12 JANUARY 2016

Appearance: Clear, colouriess liquid Com plles SPA 1007- 04
Solubility: Miscible with (;vea:; and ethanot Complles SPA-1007-04
Assay (GC): 299.0% 99.7 % SPA-1007-04
Identification A: test Complies SPA-1007 -04
Identification B: test Complies SPA-1007-04
Identification C: IR absorption Complies SPA-1007-04
Glycerol: s0.5% 0.30 % SPA-1007-04
Water (KF): £0.5% 0.16 % SPA-1007-04
Formaldehyde: $200 ppm 138 ppm SPA-1007-04
Peroxides: S15 ppm 2 ppm SPA-1007-04
Heavy Metals: 510 ppm <10 ppm SPA-1007-04
PH (10% wh in water): 40-65 5.8 SPA-1007-04
Relative density: 1.210-1.220 1.218 - SPA-1007-04
Refractive Index: 1.445-1.455 1.450 SPA-1007-04
OBSERVATIONS
Swebilizers: 0,02 % SOOIUM EDTA
0.02% PROPYL. GALIATE
0.01 % THIODIPROPIONIC ACID
Specliicalions accading lo E: Phamacopra

The product is manutscivrod frin 100% vegelable plycwine orgin.
The ghycoring contalne no datoctable ltaces of GMOe.
The product 6 [n compliance with the consensus guideline CPMP/ICH/283/DS concoming (ho rosidual schvonte sdiia tuy ELIEA

and tiserlad N Ihe Europaan Pharmacopaia. QUIM!(,
Rau nm h-
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SP QUIMICA, s
Quality Control

JANUARY 2016
JANUARY 2019

Manufaciure Date;
Expiry Date:

MP.CC.009_3. ANEXO 7
COD:SPE-1007-03
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CERTIFICATE OF ANALYSIS

Product: STABILIZED GLYCEROL FORMAL
Batch nr:
Date: 25 JANUARY 2016
CONCEPT | SPECIFICATIONS | RESULTS METHOD
Appearance: Clear, colourless liquid Complies SPA-1007-04
Solubility: Miscible with(;VGagf)r and ethanol Complies SPA-1007-04
Assay (GC): >99.0% 99.7 % SPA-1007-04
Identification A: test Complies SPA-1007-04
Identification B: test Complies SPA-1007-04
: Identification C: | IR absorption Complies SPA-1007-04
Glycerol: | <0.5% 0.29 % SPA-1007-04
! Water (KF): <0.5% 0.17 % SPA-1007-04
Formaldehyde: <200 ppm 129 ppm * SPA-1007-04
Peroxides: | <15 ppm 2 ppm SPA-1007-04
Heavy Metals: <10 ppm <10 ppm SPA-1007-04
pH (10% w/v in water): | 4.0-6.5 5.6 SPA-1007-04
Relative density: 1.210-1.220 1.218 SPA-1007-04
Refractive index: _l 1.445-1.455 1.450 SPA-1007-04

OBSERVATIONS

Stabilizers: 0.02 % SODIUM EDTA

0.02 % PROPYL GALLATE

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.

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.

JANUARY 2016 SP QU’f'i\)ilc

JANUARY 2019

Manufacture Date:
Expiry Date:

MP.CC.003_3. ANEXO 7
COD:SPE-1007-03

Quality Control
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CERTIFICATE OF ANALYSIS

Product: STABILIZED GLYCEROL FORMAL
Batch nr:
Date: 27 JANUARY 2016
CONCEPT . SPECIFICATIONS RESULTS METHOD
Appearance: Clear, colourless liquid Complies SPA-1007-04 |
Solubility: Maierwinetershd gnerel | Gompllas SPA-1007-04
| Assay (GC): 299.0% | 99.7 % SPA-1007-04
| Identification A: test ~ Complies SPA-1007-04
| |dentification B: test ' Complies | SPA-1007-04
dentification C: IR absorption | Complies | SPA-1007-04
Glycerol: B <0.5% L 0.29% SPA-1007-04
Water (KF): <0.5% 0.20 % SPA-1007-04
| Formaldehyde: <200 ppm 123ppm | SPA-1007-04
| Peroxides: <15 ppm 1 ppm | SPA-1007-04
Heavy Metals: <10 ppm <10 ppm SPA-1007-04
pH (10% w/v in water): | 40-6.5 5.6 SPA-1007-04 |
Relative density: | 1.210-1.220 1.218 SPA-1007-04
Refractive index: 1.445-1.455 1.450 SPA-1007-04
OBSERVATIONS
Stabilizers: 0.02 % SODIUM EDTA

0.02 % PROPYL GALLATE

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.

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.

JANUARY 2016
JANUARY 2019

Manufacture Date:
Expiry Date:

MP.CC.009_3. ANEXO 7
COD:SPE-1007-03
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CERTIFICATE OF ANALYSIS

Product: STABILIZED GLYCEROL FORMAL
Batch nr:
Date: 29 JANUARY 2016
CONCEPT  SPECIFICATIONS RESULTS | METHOD |
| Appearance: Clear, colourless liquid Complies SPA-1007-04 ‘
Solubility: | Miscible With(;vsa;:)r and ethanol Complies SPA-1007-04 ‘
' Assay (GO): 299.0% 99.5 % SPA-1007-04 |
Identification A: test Complies SPA-1007-04 i
o Identification B: test Complies SPA-1007-04
| Identification C: IR at;orption . Complies . SPA-1007-04
| Glycerol: <0.5% . 021% | SPA-1007-04 |
| Water (KF): <0.5% 0.16 % SPA-1007-04
| Formaldehyde: <200 ppm 109 ppm | SPA-1007-04
Peroxides: <15 ppm 2 ppm SPA-1007-04
Heavy Metals: <10 ppm <10 ppm SPA-1007-04
pH (10% w/iv in water): | 4.0-6.5 5.4 SPA-1007-04
| Relative density: 1.210-1.220 1.218 SPA-1007-04
~ Refractive index: 1.445-1.455 ~ 1.450 SPA-1007-04

OBSERVATIONS

Stabilizers:

0.02 % SODIUM EDTA

0.02 % PROPYL GALLATE

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.
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
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CERTIFICATE OF ANALYSIS

Product:

Batch nr:

STABILIZED GLYCEROL FORMAL

4 FEBRUARY 2016

\ Appearance; Complles SPA-1007-04 |
i Solubility: Miscible wnn( ;g“;:; and ethanol Complies SPA-1007-04 |
Assay (GC): | 299.0% 99.6 % SPA-1007-04
identification A: 1 test Complles | SPA-1007-04
| IdentficationB: | fest Complles | SPA-1007-04 |
Identification C: IR absorption Complies SPA-1007-04
Glycerol: <0.5% 0.24 % SPA-1007-04
Water (KF): <0.5% 0.18 % SPA-1007-04
1 Formaldehyde: <200 ppm 118 ppm SPA-1007-04
| Peroxides: 515 ppm ~ 2ppm SPA-1007-04
i Heavy Metals: <10 ppm <10 ppm SPA-1007-04
pH (10% w/V in water): 40-6.5 5.6 SPA-1007-04
Relative density: 1.210-1.220 1.218 ~ SPA-1007-04
Refractive index: 1.445.1.455 1.450 SPA-1007-04

Manulacture Date:
Expiry Date:

OBSERVATIONS
Stabikzers: 0.02% SODIUM EOTA

0.02 % PROPYL GALLATE
0.0t % THIODIPROPIONIC ACID
Specications sccording ta Eutopean Pnarmacopeia
The proQuat ® manulactured from 100% vagotadls glycetine ongirL

The glycerine conisina no deteciadlo

tracos of GMOs

The DDAO is & campliance with e congensin guldeiine CRMPACH283/8 concarning tha residual salvents ed'{i‘ﬁﬁ*
ond i:aeited n the Ewopean Phaimacopeia. Aoy SILEREL 8

MP.CC 009_3. ANEXO 7
COO:8PE-1007-09
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CERTIFICATE OF ANALYSIS

Product: STABILIZED GLYCEROL FORMAL
Batch nr:
Date: 9 FEBRUARY 2016
TG W . | METHOD
Appearance: Clear, colourless liquid Complies SPA-1007-04
: Solubility: Miscible mm(;vﬁa;:; andethanot |  Complies SPA-1007-04
i Assay (GC): 299.0% 99.7 % SPA-1007-04
| ldentification A: test Complles SPA-1007-04
i Identitication B: test Complies | SPA-1007-04
[ Identification C: IR absorption (_:g_rlplies SPA-1007-04
] Glycerol: _ $0.5% 032% I SPA-1007-04——1
Water (KF): £0.5% 0.15 % SPA-1007-04
Formaidehyde: $200 ppm | 189 ppm SPA-1007-04 |
| Peroxides: £15 ppm 2 ppm SPA-1007-04
| HeawMewlss | stopom <toppm | SPA-1007-04
pH (10% w/v in water): 40-6.5 5.6 SPA-1007-04
Relative density: 1.210-1.220 1.218 SPA-1007-04
Refractive index: 1.445-1.455 - 1.450 | SPA-1007-04 |
OBSERVATIONS
Swsoflress: 0.02 % SODRUM EDTA
002% PROFPYLGALLATE

0.01 % THIODIPROPIONIC ACID
Spoctticalicns according 0 Eutopsar Pharmacopela.
Fhe product B manutaciwed from 100% vogaiablo glynenne ongin.
The glycanne containg no dataciable tracea of GMOs,
Ths produd is in COmpNance with the Consensus gudafine CPMPACH,283/85 corcaming tho tesithal amnﬂaﬁ
4'/ QUIMITY ¢ D\
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Manutacture Date: FEBRUARY 2016 SPQUIMICA, S A
Expiry Date:; FEBRUARY 2019 Quality Control

MP.CC.008_3. ANEXO 7
COOD:SPE-1007-03
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CERTIFICATE OF ANALYSIS

Product: STABILIZED GLYCEROL FORMAL
Batch nr:
Date: 25 FEBRUARY 2016

OBSERVATIONS

Clear, colouriess liquid SPA-1007-04
Solubiity: Miscible with':sa:)r and ethanol Complies ) SPA-1007-04
Assay (GO): 289.0% 996% | SPA-1007-04
identification A: test Complies | SPA-1007-04
Identification 8: test Complies | SPA-1007-04
Identification G: IR absarption Complies SPA-1007-04
Glycero: £0.5% 0.25 % SPA-1007-04
water (KF): $0.5% 0.16 % SPA-1007-04
Formaldehyde: 5200 ppm 160 ppm SPA-1007-04
Peroxides: <15 ppm _ 1—ppm . SPA-1007-04
- Heavy Metais: $10 ppm <10 ppm | SPA-1007-04
pH (10% w/v in water): 40-65 5.6 SPA-1007-04
Relative density: 1.210-1.220 1.218 SPA-1007-04
Refractive index: 1.445-1.455 1.450 SPA-1007-04

Slabilizare: 0.02 % SOOIUM EDTA
0.02 % PRORPYL GALLATE
0.01 % THIODIPROPIONIC ACID
Spocihcations acsonding 16 Eurepsan Pharmasopeia.
The provouc! s manufaciuied from 100% vegoiable Rivectino orlgin.
The glyceiine contains no detectahle aces of GMOs. e
The product is i compliance with the cona ensus guideiine CPMPICH283/85 concaming the residual sohvents oA by EMER ™
#nd Inserted in the Ewopean Pharmacopeia 2y (WAL N t
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SP QUIMICA, S A.
Quality Control

FEBRUARY 2016
FEBRUARY 2013

Manufacture Date:

Expiry Datae:
MP,CC 009_3. ANEXO 7
COD.SPE-1007-03
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