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Manufacturing site

ROQUETTE Frères, 1 Rue de la Haute Loge, 62136, LESTREM, France

References

Product name PEARLITOL® 200 SD - MANNITOL Ph.Eur. -
USP/NF

GTIN/EAN
Material Code 450 320 113 P

Batch Number 1152068
Manufacturing Date 2025/06/16
Expiry Date 2030/06/15

Sales Order / Item
Delivery / Item

Your Reference

Product description

Aspect Powder

Colour White or almost white

Results of Analysis / Compliance

Parameter Specification range Result Unit Status

IDENTIFICATION TEST A (USP/NF) Conform Conform Guaranteed

IDENTIFICATION TEST C (EP) Conform Conform Guaranteed

IDENTIFICATION TEST 1 (JP) Conform Conform Guaranteed

LOSS ON DRYING <= 0,5 0,1 % Inspected

REDUCING SUGARS (AS IS) <= 0,1 Conform % Guaranteed

MANNITOL (ON DS) 97,0 - 102,0 99,9 % Inspected

SORBITOL (ON DS) <= 2,0 0,8 % Inspected
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Parameter Specification range Result Unit Status

MALTITOL AND ISOMALT (ON DS) <= 2,0 0,0 % Inspected

ANY UNSPECIFIED IMPURITY (ON DS) <= 0,10  0,0 % Inspected

TOTAL IMPURITIES (ON DS) <= 2,0 0,2 % Inspected

CONDUCTIVITY AT 20% (W/W) <= 20 3.6 µS/cm Inspected

APPEARANCE IN SOLUTION 
(CONFORMITY)

Conform Conform Guaranteed

NICKEL CONTENT <= 1,0 Conform mg/kg Guaranteed

HEAVY METALS <= 5 Conform mg/kg Guaranteed

MELTING POINT 165 - 170 166 - 168 °C Inspected

LASER > 300 MIC <= 10,0 0,9 %. Inspected

LASER > 140 MIC >= 45 53 %. Inspected

LASER > 30 MIC >= 90,0 93,0 %. Inspected

DIAMETER D10 <= 100 63 µm Inspected

MEDIAN DIAMETER 120 - 180 145 µm Inspected

DIAMETER D90 <= 280 231 µm Inspected

TOTAL COUNT <= 1000 < 10 /g Inspected

YEASTS AND MOULDS <= 100 < 10 /g Inspected

ESCHERICHIA COLI IN 1g Not detected Conform Guaranteed

SALMONELLAE IN 10g Not detected Conform Guaranteed
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Other batch compliance:
Meets the requirements of the current monograph of: 
- European Pharmacopoeia : MANNITOL (0559)
- USP-NF Pharmacopeia : MANNITOL
- Japanese Pharmacopoeia : D-Mannitol

When tested accordingly, this product complies with relevant monograph requirements. The compliance to the general chapters depends on plant 
manufacturing standards. This product is not recommended to be used as active ingredient since it is not fully manufactured according to pharma 
cGMPs . Please contact us for further information. 

Notes: 
All the dates are formatted like YYYY/MM/DD. 
This document was issued from a controlled electronic document management system. Date of approval and contact identity: see below. 

2025/06/25

BARON Alexandre
PLANT QUALITY MANAGER
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- European Pharmacopoeia : MANNITOL (0559)

- USP-NF Pharmacopeia : MANNITOL

- Japanese Pharmacopoeia : D-Mannitol



When tested accordingly, this product complies with relevant monograph requirements. The compliance to the general chapters depends on plant manufacturing standards. This product is not recommended to be used as active ingredient since it is not fully manufactured according to pharma cGMPs . Please contact us for further information.

 PLANT QUALITY MANAGER BARON Alexandre    400 Y001 COA_GENERIC 1 0001 0000 0001 0002 1 9999 60000272 1 YQ_IDENTIFICATION_TEST_00001 Y1 01  01 1 Y2 Y1  0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_IDENTIFICATION_TEST_00001 0000   100000402995 000000 00000002   000000     X                      9999 60000272  IDENTIFICATION TEST A (USP/NF)  Guaranteed  Z300001 9999 Conform  0   - - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0      000000000000 000000 00000000 0000 000000 00000000   Conform        000000                           Conform      Conform    0  0 0 0 0 0             Conform         0000   0000  -    IDENTIFICATION TEST A (USP/NF) 1 1 1    400 Y001 COA_GENERIC 1 0001 0000 0002 0002 1 9999 60000275 1 YQ_IDENTIFICATION_TEST_00004 Y1 01  01 1 Y2 Y1  0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_IDENTIFICATION_TEST_00004 0000   100000402995 000000 00000002   000000     X                      9999 60000275  IDENTIFICATION TEST C (EP)  Guaranteed  Z300001 9999 Conform  0   - - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0      000000000000 000000 00000000 0000 000000 00000000   Conform        000000                           Conform      Conform    0  0 0 0 0 0             Conform         0000   0000  -    IDENTIFICATION TEST C (EP)         2 1 1    400 Y001 COA_GENERIC 1 0001 0000 0003 0002 1 9999 60000967 1 YQ_IDENTIFICATION_TEST_00010 Y1 01  01 1 Y2 Y1  0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_IDENTIFICATION_TEST_00010 0000   100000402995 000000 00000002   000000     X                      9999 60000967  IDENTIFICATION TEST 1 (JP)  Guaranteed  Z300001 9999 Conform  0   - - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0      000000000000 000000 00000000 0000 000000 00000000   Conform        000000                           Conform      Conform    0  0 0 0 0 0             Conform         0000   0000  -    IDENTIFICATION TEST 1 (JP)         3 1 1    400 Y001 COA_GENERIC 1 0001 0000 0010 0004 1 9999 60000292 1 YQ_LOD_00001 Y1 01  01 1 Y2 Y1 M% 0 1   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_LOD_00001 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000292  LOSS ON DRYING  Inspected      0 M%  0,5 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0020 000000 00000000   0,1  0,1  0    000000 5  X          X         9999 60000292         A OK    0  0 0 0 0 0 M%                     0000   0000  %(w/w) % Percent mass  LOSS ON DRYING         4 1 1    400 Y001 COA_GENERIC 1 0001 0000 0020 0004 1 9999 60000388 1 YQ_REDUCING_SUGARS_00002 Y1 01  01 1 Y2 Y1 M% 0 1   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_REDUCING_SUGARS_00002 0000   100000402995 000000 00000002   000000   X   X                     9999 60000388  REDUCING SUGARS (AS IS)  Guaranteed      0 M%  0,1 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0      000000000000 000000 00000000 0000 000000 00000000   Conform        000000                           Conform      Conform    0  0 0 0 0 0 M%            Conform         0000   0000  %(w/w) % Percent mass  REDUCING SUGARS (AS IS)         5 1 1    400 Y001 COA_GENERIC 1 0001 0000 0025 0001 1 9999 60000786 1 YQ_MANNITOL_00002 Y1 01  01 1 Y2 Y1 M% 0 1   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_MANNITOL_00002 0000   100000402995 000000 00000001   000000   X   X X     X               9999 60000786  MANNITOL (ON DS)  Inspected      0 M%  102,0 97,0 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0060 000000 00000000   98,8  98,8  0    000000 5  X          X         9999 60000786         A OK    0  0 0 0 0 0 M%                     0000   0000  %(w/w) % Percent mass  MANNITOL (ON DS)         6 1 1    400 Y001 COA_GENERIC 1 0001 0000 0030 0004 1 9999 60000784 1 YQ_SORBITOL_00002 Y1 01  01 1 Y2 Y1 M% 0 1   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_SORBITOL_00002 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000784  SORBITOL (ON DS)  Inspected      0 M%  2,0 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0070 000000 00000000   0,8  0,8  0    000000 5  X          X         9999 60000784         A OK    0  0 0 0 0 0 M%                     0000   0000  %(w/w) % Percent mass  SORBITOL (ON DS)         7 1 1    400 Y001 COA_GENERIC 1 0001 0000 0040 0004 1 9999 60000794 1 YQ_HPLC_IMPURITIES_00006 Y1 01  01 1 Y2 Y1 M% 0 1   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_HPLC_IMPURITIES_00006 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000794  MALTITOL AND ISOMALT (ON DS)  Inspected      0 M%  2,0 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0100 000000 00000000   0,1  0,1  0    000000 5  X          X         9999 60000794         A OK    0  0 0 0 0 0 M%                     0000   0000  %(w/w) % Percent mass  MALTITOL AND ISOMALT (ON DS)         8 1 1    400 Y001 COA_GENERIC 1 0001 0000 0050 0004 1 9999 60000260 1 YQ_HPLC_IMPURITIES_00001 Y1 01  01 1 Y2 Y1 M% 0 2   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_HPLC_IMPURITIES_00001 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000260  ANY UNSPECIFIED IMPURITY (ON DS)  Inspected      0 M%  0,10 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0080 000000 00000000   < 0,10 <= 0,10  0    000000 5  X          X         9999 60000260     <    A OK    0  0 0 0 0 0 M%                     0000   0000  %(w/w) % Percent mass  ANY UNSPECIFIED IMPURITY (ON DS)         9 1 1    400 Y001 COA_GENERIC 1 0001 0000 0060 0004 1 9999 60000793 1 YQ_HPLC_IMPURITIES_00005 Y1 01  01 1 Y2 Y1 M% 0 1   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_HPLC_IMPURITIES_00005 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000793  TOTAL IMPURITIES (ON DS)  Inspected      0 M%  2,0 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0090 000000 00000000   0,9  0,9  0    000000 5  X          X         9999 60000793         A OK    0  0 0 0 0 0 M%                     0000   0000  %(w/w) % Percent mass  TOTAL IMPURITIES (ON DS)        10 1 1    400 Y001 COA_GENERIC 1 0001 0000 0070 0004 1 9999 60000138 1 YQ_CONDUCTIVITY_00001 Y1 01  01 1 Y2 Y1 MSC 0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_CONDUCTIVITY_00001 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000138  CONDUCTIVITY AT 20% (W/W)  Inspected      0 MSC  20 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0120 000000 00000000   3  3  0    000000 5  X          X         9999 60000138         A OK    0  0 0 0 0 0 MSC                     0000   0000  µS/cm µS/cm Microsiemens per centimeter  CONDUCTIVITY AT 20% (W/W)        11 1 1    400 Y001 COA_GENERIC 1 0001 0000 0080 0002 1 9999 60000749 1 YQ_SOLUTION_APPEARANCE_00002 Y1 01  01 1 Y2 Y1  0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_SOLUTION_APPEARANCE_00002 0000   100000402995 000000 00000002   000000     X                      9999 60000749  APPEARANCE IN SOLUTION (CONFORMITY)  Guaranteed  Z300001 9999 Conform  0   - - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0      000000000000 000000 00000000 0000 000000 00000000   Conform        000000                           Conform      Conform    0  0 0 0 0 0             Conform         0000   0000  -    APPEARANCE IN SOLUTION (CONFORMITY)        12 1 1    400 Y001 COA_GENERIC 1 0001 0000 0090 0004 1 9999 60000322 1 YQ_NICKEL_CONTENT_00001 Y1 01  01 1 Y2 Y1 MGK 0 1   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_NICKEL_CONTENT_00001 0000   100000402995 000000 00000002   000000   X   X                     9999 60000322  NICKEL CONTENT  Guaranteed      0 MGK  1,0 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0      000000000000 000000 00000000 0000 000000 00000000   Conform        000000                           Conform      Conform    0  0 0 0 0 0 MGK            Conform         0000   0000  mg/kg mg/kg Milligram/kilogram  NICKEL CONTENT        13 1 1    400 Y001 COA_GENERIC 1 0001 0000 0100 0004 1 9999 60000243 1 YQ_HEAVY_METALS_00001 Y1 01  01 1 Y2 Y1 MGK 0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_HEAVY_METALS_00001 0000   100000402995 000000 00000002   000000   X   X                     9999 60000243  HEAVY METALS  Guaranteed      0 MGK  5 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0      000000000000 000000 00000000 0000 000000 00000000   Conform        000000                           Conform      Conform    0  0 0 0 0 0 MGK            Conform         0000   0000  mg/kg mg/kg Milligram/kilogram  HEAVY METALS        14 1 1    400 Y001 COA_GENERIC 1 0001 0000 0110 0001 1 9999 60000310 1 YQ_MELTING_POINT_00001 Y1 01  01 1 Y2 Y1 °C 0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_MELTING_POINT_00001 0000   100000402995 000000 00000001   000000   X   X X     X               9999 60000310  MELTING POINT  Inspected      0 °C  170 165 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0110 000000 00000000   168  168  0    000000 5  X          X         9999 60000310         A OK    0  0 0 0 0 0 °C                     0000   0000  °C °C Degrees Celsius  MELTING POINT        15 1 1    400 Y001 COA_GENERIC 1 0001 0000 0200 0004 1 9999 60001453 1 YQ_SYMPATEC_LASER_SUP_300M_001 Y1 Y3  01 1 Y2 Y1 % 0 1   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS YQMF231_BDT_TEXT  YQ_SYMPATEC_LASER_SUP_300M_001 0000   100000402995 000000 00000001   000000   X   X      X               9999 60001453  (SYMPATEC) LASER > 300 MIC  Inspected      0 %  10,0 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0180 000000 00000000   0,9  0,9  0    000000 5  X          X         9999 60001453         A OK    0  0 0 0 0 0 %                     0000   0000  % %. Percentage in number  LASER > 300 MIC        16 1 1    400 Y001 COA_GENERIC 1 0001 0000 0210 0003 1 9999 60001447 1 YQ_SYMPATEC_LASER_SUP_140M_001 Y1 Y3  01 1 Y2 Y1 % 0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS YQMF231_BDT_TEXT  YQ_SYMPATEC_LASER_SUP_140M_001 0000   100000402995 000000 00000001   000000   X    X     X               9999 60001447  (SYMPATEC) LASER > 140 MIC  Inspected      0 %  - 45 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0170 000000 00000000   53  53  0    000000 5  X          X         9999 60001447         A OK    0  0 0 0 0 0 %                     0000   0000  % %. Percentage in number  LASER > 140 MIC        17 1 1    400 Y001 COA_GENERIC 1 0001 0000 0220 0003 1 9999 60001465 1 YQ_SYMPATEC_LASER_SUP_30M_001 Y1 Y3  01 1 Y2 Y1 % 0 1   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS YQMF231_BDT_TEXT  YQ_SYMPATEC_LASER_SUP_30M_001 0000   100000402995 000000 00000001   000000   X    X     X               9999 60001465  (SYMPATEC) LASER > 30 MIC  Inspected      0 %  - 90,0 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0160 000000 00000000   93,0  93,0  0    000000 5  X          X         9999 60001465         A OK    0  0 0 0 0 0 %                     0000   0000  % %. Percentage in number  LASER > 30 MIC        18 1 1    400 Y001 COA_GENERIC 1 0001 0000 0270 0004 1 9999 60000307 1 YQ_MEAN_DIAMETER_00004 Y1 01  01 1 Y2 Y1 µM 0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_MEAN_DIAMETER_00004 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000307  DIAMETER D10  Inspected      0 µM  100 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0150 000000 00000000   63  63  0    000000 5  X          X         9999 60000307         A OK    0  0 0 0 0 0 µM                     0000   0000  µm µm Micrometer  DIAMETER D10        19 1 1    400 Y001 COA_GENERIC 1 0001 0000 0280 0001 1 9999 60001123 1 YQ_MEDIAN_DIAMETER_00001 Y1 01  01 1 Y2 Y1 µM 0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_MEDIAN_DIAMETER_00001 0000   100000402995 000000 00000001   000000   X   X X     X               9999 60001123  MEDIAN DIAMETER  Inspected      0 µM  180 120 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0130 000000 00000000   145  145  0    000000 5  X          X         9999 60001123         A OK    0  0 0 0 0 0 µM                     0000   0000  µm µm Micrometer  MEDIAN DIAMETER        20 1 1    400 Y001 COA_GENERIC 1 0001 0000 0290 0004 1 9999 60000305 1 YQ_MEAN_DIAMETER_00002 Y1 01  01 1 Y2 Y1 µM 0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_MEAN_DIAMETER_00002 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000305  DIAMETER D90  Inspected      0 µM  280 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0140 000000 00000000   231  231  0    000000 5  X          X         9999 60000305         A OK    0  0 0 0 0 0 µM                     0000   0000  µm µm Micrometer  DIAMETER D90        21 1 1    400 Y001 COA_GENERIC 1 0001 0000 0300 0004 1 9999 60000493 1 YQ_TOTAL_COUNT_00001 Y1 01  01 1 Y2 Y1 F65 0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_TOTAL_COUNT_00001 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000493  TOTAL COUNT  Inspected      0 F65  1000 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0190 000000 00000000   < 10 <= 10  0    000000 5  X          X         9999 60000493     <    A OK    0  0 0 0 0 0 F65                     0000   0000  /g /g /g  TOTAL COUNT        22 1 1    400 Y001 COA_GENERIC 1 0001 0000 0310 0004 1 9999 60000511 1 YQ_YEASTS_MOULDS_00001 Y1 01  01 1 Y2 Y1 F65 0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_YEASTS_MOULDS_00001 0000   100000402995 000000 00000001   000000   X   X      X               9999 60000511  YEASTS AND MOULDS  Inspected      0 F65  100 - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0     1 100000402995 000000 00000001 0200 000000 00000000   < 10 <= 10  0    000000 5  X          X         9999 60000511     <    A OK    0  0 0 0 0 0 F65                     0000   0000  /g /g /g  YEASTS AND MOULDS        23 1 1    400 Y001 COA_GENERIC 1 0001 0000 0320 0002 1 9999 60000170 1 YQ_ESCH_COLI_00001 Y1 01  01 1 Y2 Y1  0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_ESCH_COLI_00001 0000   100000402995 000000 00000002   000000     X                      9999 60000170  ESCHERICHIA COLI IN 1g  Guaranteed  Z300011 9999 Not detected  0   - - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0      000000000000 000000 00000000 0000 000000 00000000   Conform        000000                           Conform      Conform    0  0 0 0 0 0             Conform         0000   0000  -    ESCHERICHIA COLI IN 1g        24 1 1    400 Y001 COA_GENERIC 1 0001 0000 0330 0002 1 9999 60000419 1 YQ_SALMONELLAE_00005 Y1 01  01 1 Y2 Y1  0 0   X 0000  00   Y1_QC02_INSPECTION_CHAR_MVALUE X Y01_QC02_SKIPCASE_PRINT_TEXT Y01_QC02_INSPECTION_CHAR_SPECS QC02_Q_MASTER_CHAR_TEXT  YQ_SALMONELLAE_00005 0000   100000402995 000000 00000002   000000     X                      9999 60000419  SALMONELLAE IN 10g  Guaranteed  Z300011 9999 Not detected  0   - - 0.0000000000000000E+00 0.0000000000000000E+00          0 KG         0 0      000000000000 000000 00000000 0000 000000 00000000   Conform        000000                           Conform      Conform    0  0 0 0 0 0             Conform         0000   0000  -    SALMONELLAE IN 10g        25 1 1    IDENTIFICATION TEST A (USP/NF) Conform   Conform  Guaranteed   IDENTIFICATION TEST C (EP) Conform   Conform  Guaranteed   IDENTIFICATION TEST 1 (JP) Conform   Conform  Guaranteed   LOSS ON DRYING <= 0,5  0,5 0,1 % Inspected   REDUCING SUGARS (AS IS) <= 0,1  0,1 Conform % Guaranteed   MANNITOL (ON DS) 97,0 - 102,0 97,0 102,0 98,8 % Inspected   SORBITOL (ON DS) <= 2,0  2,0 0,8 % Inspected   MALTITOL AND ISOMALT (ON DS) <= 2,0  2,0 0,1 % Inspected   ANY UNSPECIFIED IMPURITY (ON DS) <= 0,10  0,10 < 0,10 % Inspected   TOTAL IMPURITIES (ON DS) <= 2,0  2,0 0,9 % Inspected   CONDUCTIVITY AT 20% (W/W) <= 20  20 3 µS/cm Inspected   APPEARANCE IN SOLUTION (CONFORMITY) Conform   Conform  Guaranteed   NICKEL CONTENT <= 1,0  1,0 Conform mg/kg Guaranteed   HEAVY METALS <= 5  5 Conform mg/kg Guaranteed   MELTING POINT 165 - 170 165 170 168 °C Inspected   LASER > 300 MIC <= 10,0  10,0 0,9 %. Inspected   LASER > 140 MIC >= 45 45  53 %. Inspected   LASER > 30 MIC >= 90,0 90,0  93,0 %. Inspected   DIAMETER D10 <= 100  100 63 µm Inspected   MEDIAN DIAMETER 120 - 180 120 180 145 µm Inspected   DIAMETER D90 <= 280  280 231 µm Inspected   TOTAL COUNT <= 1000  1000 < 10 /g Inspected   YEASTS AND MOULDS <= 100  100 < 10 /g Inspected   ESCHERICHIA COLI IN 1g Not detected   Conform  Guaranteed   SALMONELLAE IN 10g Not detected   Conform  Guaranteed  NEELEVAT MAASVLAKTE

FOR AZELIS MEA

DARDANLLENSTRAAT, MAASVLAKTE 94

3199 KZ  ROTTERDAM PEARLITOL® 200 SD - MANNITOL Ph.Eur. - USP/NF YCA_1001_COMPANY_ADDR           REMARKS: The batch has been accepted by customer with derogation!   CAS Number   IDENTIFICATION TEST A (USP/NF) Conform   Conform  Guaranteed   IDENTIFICATION TEST C (EP) Conform   Conform  Guaranteed   IDENTIFICATION TEST 1 (JP) Conform   Conform  Guaranteed   LOSS ON DRYING <= 0,5  0,5 0,1 % Inspected   REDUCING SUGARS (AS IS) <= 0,1  0,1 Conform % Guaranteed   MANNITOL (ON DS) 97,0 - 102,0 97,0 102,0 98,8 % Inspected   SORBITOL (ON DS) <= 2,0  2,0 0,8 % Inspected   MALTITOL AND ISOMALT (ON DS) <= 2,0  2,0 0,1 % Inspected   ANY UNSPECIFIED IMPURITY (ON DS) <= 0,10  0,10 < 0,10 % Inspected   TOTAL IMPURITIES (ON DS) <= 2,0  2,0 0,9 % Inspected   CONDUCTIVITY AT 20% (W/W) <= 20  20 3 µS/cm Inspected   APPEARANCE IN SOLUTION (CONFORMITY) Conform   Conform  Guaranteed   NICKEL CONTENT <= 1,0  1,0 Conform mg/kg Guaranteed   HEAVY METALS <= 5  5 Conform mg/kg Guaranteed   MELTING POINT 165 - 170 165 170 168 °C Inspected   LASER > 300 MIC <= 10,0  10,0 0,9 %. Inspected   LASER > 140 MIC >= 45 45  53 %. Inspected   LASER > 30 MIC >= 90,0 90,0  93,0 %. Inspected   DIAMETER D10 <= 100  100 63 µm Inspected   MEDIAN DIAMETER 120 - 180 120 180 145 µm Inspected   DIAMETER D90 <= 280  280 231 µm Inspected   TOTAL COUNT <= 1000  1000 < 10 /g Inspected   YEASTS AND MOULDS <= 100  100 < 10 /g Inspected   ESCHERICHIA COLI IN 1g Not detected   Conform  Guaranteed   SALMONELLAE IN 10g Not detected   Conform  Guaranteed  2023/10/17   ROQUETTE Frères, 1 Rue de la Haute Loge, 62136, LESTREM, France   Aspect Powder 10  Colour White or almost white 20  NEELEVAT MAASVLAKTE FOR AZELIS MEA DARDANLLENSTRAAT, MAASVLAKTE 94 3199 KZ  ROTTERDAM NETHERLANDS      Netherlands   NEELEVAT MAASVLAKTE  FOR AZELIS MEA  DARDANLLENSTRAAT, MAASVLAKTE 94  3199 KZ  ROTTERDAM  Netherlands    GTIN/EAN          MAIL_ADS                                                                            \"***** DO NOT REPLY TO THIS EMAIL - THIS IS AN AUTOMATED RESPONSE *****\n\nDear Valued Customer,\n\nPlease find enclosed the Certificate of Analysis for the Batch 695162.\n\nYour Reference: PO360001708 - 62847280\nNet weight: 9.000 TCO\nYour material description :  /\n\nOur Reference:\nDelivery Number: 80688272\nSales Order Number: 10749491 / 000010\n\nPlease, note that this e-mail address is not a valid reply address and cannot be used for any answer. regular contact at\nCustomer Care.\n\nThis email was sent to you based on your email preferences. In case you have any problems please contact Roquette Customer Care.\nIn accordance with data protection laws and regulations in force, you can oppose any new communication, at any time, by\nexercising your right of opposition via the web form of data subject requests (accessible on www.roquette.com on the page 'Data\nProtection'). For any other question or information concerning your data, please contact the Data Protection Officer:\ndpo@roquette.com\n\nBest Regards\nRoquette Team\"  mea.logisticsinternational@azelis.com  MEA-DOCUMENTATION@Roquette.com;mea.roquetteoperations@azelis.com  noreply@roquette.com  noreply@roquette.com \"COA - Batch 695162 Delivery 80688272 Your reference PO360001708 - 62847280\"                                                                                                                                    EN YLF 0080688272   0080688272 1001 2101 FL14 Y2   695162        2023-10-26      PO360001708 - 62847280     Customer reference   Notes: All the dates are formatted like YYYY/MM/DD. This document was issued from a controlled electronic document management system. Date of approval and contact identity: see below.     80688272 / 900001 / 695162
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