RPH

Kit Quality Control Report

RPH CENTRAL PHARMA
CNPJ: 19.315.658/0001-10

R: Maestro Cardim, 769 - Sao Paulo/SP

Farm. RT: Priscila Larcher CRF/SP-74.417

Date: From 16/02/2022 To 16/02/2022

Lot # K-20220216-012

Limpido/Incolor

pH (Low/Actual/High)

Particle Pas_s
Product: Manuf:  Calibration D/T  QC By Solution Media Origin ~ Middle Top Background Sjze/ OK? % Tag Fail
DMSA-99mTc 16/02/2022 04:05 PM Butanona 3MM Whatman 261 6 0 93,299 % Pass
Lot # K-20220216-011 Normal Saline Silica gel 11 236 | pH (Low/Actual/High) 2,00 <=3,00 <= 3,00
Limpido/Incolor
DMSA-99mTc 16/02/2022 07:34 GS Butanona 3MM Whatman 75,6 0,9 0 94,317 % Pass
Lot # K-20220216-024 Normal Saline Silica gel 3,7 78,4 | pH (Low/Actual/High) 2,00 <=3,00 <= 3,00
Limpido/Incolor
DMSA-99mTc 16/02/2022 07:36 GS Butanona 3MM Whatman 141,6 1,8 0 96,287 % Pass
Lot # K-20220216-025 Normal Saline Silica gel 35 138,9 | pH (Low/Actual/High) 2,00 <=3,00 <= 3,00
Limpido/Incolor
DMSA-99mTc 16/02/2022 10:50 VSR |Butanona 3MM Whatman 95,6 1,3 0 95,028 % Pass
Lot # K-20220216-038 Normal Saline Silica gel 4,2 111,5 | pH (Low/Actual/High) 2,00 <= 3,00 <= 3,00
Limpido/Incolor
DMSA-99mTc 16/02/2022 10:53 VSR | Butanona 3MM Whatman 87,8 1 0 95,252 % Pass
Lot # K-20220216-039 Normal Saline Silica gel 51 135,7 | pH (Low/Actual/High) 2,00 <=3,00 <= 3,00
Limpido/Incolor
DOTATOC-68Ga 16/02/2022 09:50 GS | Citrato de Sédio 0,1M Silica gel 16,44 0,6 0 96,479 % Pass
Lot # K-20220216-032 pH (Low/Actual/High) 4,00 <=6,00 <= 8,00
Limpido e Incolor
DOTATOC-68Ga 16/02/2022 10:47 VSR | Citrato de Sédio 0,1M Silica gel 5,54 0,1 0 98,227 % Pass
Lot # K-20220216-037 pH (Low/Actual/High) 4,00 <=5,00 <= 8,00
Limpido e Incolor
DOTATOC-68Ga 16/02/2022 15:51 %
Lot # K-20220216-051
DTPA-99mTc RPH 16/02/2022 03:56 PM Acetona 3MM Whatman 636 1 0 98,079 % Pass
Lot # K-20220216-008 Normal Saline 3MM Whatman 10 557 | pH (Low/Actual/High) 3,80 <=6,00 <= 7,50
Limpido/Incolor
DTPA-99mTc RPH 16/02/2022 10:14 VSR | Acetona 3MM Whatman 286 2 0 99,081 % Pass
Lot # K-20220216-033 Normal Saline 3MM Whatman 1 445 | pH (Low/Actual/High) 3,80 <=6,00 <=7,50
Limpido/Incolor
FITATO-99mTc 16/02/2022 04:08 PM Butanona 3MM Whatman 578 2 0 99,655 % Pass

5,00 <=6,00 <=7,00
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Product: Manuf:  Calibration D/T Solution Media Origin  Middle Top Solution 2 Media 2 Origin 2 Top 2 % Tag QC By Falil
FITATO-99mTc 16/02/2022 07:16 GS | Butanona 3MM Whatman 361 6 0 98,365 % Pass
Lot # K-20220216-022 pH (Low/Actual/High) 5,00 <= 5,00 <=7,00
Limpido/Incolor
MAA-99mTc 16/02/2022 03:54 PM Butanona 3MM Whatman 439 5 0 98,874 % Pass
Lot # K-20220216-007 pH (Low/Actual/High) 3,00 <=5,00 <= 6,00
Turvo/Incolor
MAA-99mTc 16/02/2022 11:05 VSR | Butanona 3MM Whatman 105,7 0,1 0 99,905 % Pass
Lot # K-20220216-041 pH (Low/Actual/High) 3,00 <= 5,00 <= 6,00
Turvo/Incolor
MAA-99mMTc 16/02/2022 11:06 VSR |Butanona 3MM Whatman 153,2 1,1 0 99,287 % Pass
Lot # K-20220216-042 pH (Low/Actual/High) 3,00 <=5,00 <= 6,00
Turvo/Incolor
MAA-99mMTc 16/02/2022 11:17 MB Butanona 3MM Whatman 202 2 0 99,02 % Pass
Lot # K-20220216-044 pH (Low/Actual/High) 3,00 <=5,00 <= 6,00
Turvo/Incolor
MAA-99mMTc 16/02/2022 11:41 VS Butanona 3MM Whatman 282 3 0 98,947 % Pass
Lot # K-20220216-045 pH (Low/Actual/High) 3,00 <=5,00 <= 6,00
Turvo/Incolor
MDP-99mTc 16/02/2022 04:39 PM | Acetona 3MM Whatman 1570 2 0 99,011 % Pass
Lot # K-20220216-015 Normal Saline 3MM Whatman 10 1151 | pH (Low/Actual/High) 4,00 <=6,00 <=7,80
Limpido/Incolor
MDP-99mTc 16/02/2022 04:50 PM | Acetona 3MM Whatman 1976 4 0 97,826 % Pass
Lot # K-20220216-016 Normal Saline 3MM Whatman 25 1243 | pH (Low/Actual/High) 4,00 <=6,00 <=7,80
Limpido/Incolor
MDP-99mTc 16/02/2022 07:01 GS | Acetona 3MM Whatman 437 14 0 95,16 % Pass
Lot # K-20220216-020 Normal Saline 3MM Whatman 5 283 | pH (Low/Actual/High) 4,00 <=6,00 <=7,80
Limpido/Incolor
MDP-99mTc 16/02/2022 07:31 GS Acetona 3MM Whatman 464 3 0 98,496 % Pass
Lot # K-20220216-023 Normal Saline 3MM Whatman 6 690 | pH (Low/Actual/High) 4,00 <=6,00 <= 7,80
Limpido/Incolor
MDP-99mTc 16/02/2022 08:21 GS Acetona 3MM Whatman 510 15 0 96,714 % Pass
Lot # K-20220216-030 Normal Saline 3MM Whatman 3 697 | pH (Low/Actual/High) 4,00 <=6,00 <= 7,80
Limpido/Incolor
MDP-99mTc 16/02/2022 08:24 GS Acetona 3MM Whatman 332 22 0 91,592 % Pass
Lot # K-20220216-031 Normal Saline 3MM Whatman 15 669 | pH (Low/Actual/High) 4,00 <=6,00 <= 7,80
Limpido/Incolor
MDP-99mTc 16/02/2022 10:27 VSR | Acetona 3MM Whatman 169,4 0,2 0 98,892 % Pass
Lot # K-20220216-034 Normal Saline 3MM Whatman 3 300 | pH (Low/Actual/High) 4,00 <=6,00 <=7,80

Limpido/Incolor
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Product: Calibration D/T Solution Media Origin  Middle Top Solution 2 Origin 2 Top 2 % Tag QC By Falil
MDP-99mTc 16/02/2022 11:11 MB | Acetona 3MM Whatman 270 1 0 99,401 % Pass
Lot # K-20220216-043 Normal Saline 3MM Whatman 1 433 | pH (Low/Actual/High) 4,00 <=6,00 <=7,80
Limpido/Incolor
MDP-99mTc 16/02/2022 12:04 VS Acetona 3MM Whatman 251 6 0 97,257 % Pass
Lot # K-20220216-046 Normal Saline 3MM Whatman 7 1709 | pH (Low/Actual/High) 4,00 <=6,00 <=7,80
Limpido/Incolor
MDP-99mTc 16/02/2022 13:06 VS Acetona 3MM Whatman 1002 1 0 96,923 % Pass
Lot # K-20220216-049 Normal Saline 3MM Whatman 22 717 | pH (Low/Actual/High) 4,00 <=5,00 <= 7,80
Limpido/Incolor
MIBI-99mTc 16/02/2022 02:03 PM Normal Saline Silica gel 1439 29 0 97,52 % Pass
Lot # K-20220216-001 Metanol 3MM Whatman 10 1971 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 02:10 PM Normal Saline Silica gel 2220 44 0 96,307 % Pass
Lot # K-20220216-002 Metanol 3MM Whatman 37 2078 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 02:16 PM Normal Saline Silica gel 2190 23 0 97,326 % Pass
Lot # K-20220216-003 Metanol 3MM Whatman 63 3792 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 02:20 PM | Normal Saline Silica gel 1748 9 0 95,55 % Pass
Lot # K-20220216-004 Metanol 3MM Whatman 106 2586 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 03:49 PM | Normal Saline Silica gel 1825 15 0 98,994 % Pass
Lot # K-20220216-005 Metanol 3MM Whatman 4 2090 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 03:49 PM | Normal Saline Silica gel 1822 11 0 98,717 % Pass
Lot # K-20220216-006 Metanol 3MM Whatman 12 1744 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 03:59 PM Normal Saline Silica gel 1691 27 0 98,122 % Pass
Lot # K-20220216-009 Metanol 3MM Whatman 7 2276 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 04:01 PM Normal Saline Silica gel 2094 17 0 96,511 % Pass
Lot # K-20220216-010 Metanol 3MM Whatman 57 2067 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 04:29 PM Normal Saline Silica gel 1676 18 0 98,827 % Pass
Lot # K-20220216-013 Metanol 3MM Whatman 3 2721 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 04:30 PM Normal Saline Silica gel 2049 11 0 99,139 % Pass
Lot # K-20220216-014 Metanol 3MM Whatman 9 2744 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00

Limpido/Incolor
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Product: Manuf:  Calibration D/T Solution Media Origin  Middle Top Solution 2 Media 2 Origin 2 Top 2 % Tag QC By Falil
MIBI-99mTc 16/02/2022 06:51 GS | Normal Saline Silica gel 464,3 8,2 0 97,074 % Pass
Lot # K-20220216-018 Metanol 3MM Whatman 5,6 464,8 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 07:43 GS | Normal Saline Silica gel 1244 10 0 99,023 % Pass
Lot # K-20220216-026 Metanol 3MM Whatman 2 1114 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 07:50 GS Normal Saline Silica gel 911 15 0 97,451 % Pass
Lot # K-20220216-027 Metanol 3MM Whatman 6 640 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 08:02 GS Normal Saline Silica gel 588 7 0 96,569 % Pass
Lot # K-20220216-028 Metanol 3MM Whatman 14 607 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 08:08 GS Normal Saline Silica gel 534 11 0 95,457 % Pass
Lot # K-20220216-029 Metanol 3MM Whatman 13 502 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 10:36 MB Normal Saline Silica gel 131,8 2,6 0 96,738 % Pass
Lot # K-20220216-035 Metanol 3MM Whatman 2,4 178,4 | pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 10:42 MB | Normal Saline Silica gel 177,5 2 0 98,669 % Pass
Lot # K-20220216-036 Metanol 3MM Whatman 1 460 | pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 11:01 VS Normal Saline Silica gel 994 7 0 99,178 % Pass
Lot # K-20220216-040 Metanol 3MM Whatman 2 1629 | pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 12:09 VS Normal Saline Silica gel 759 10 0 98,139 % Pass
Lot # K-20220216-047 Metanol 3MM Whatman 5 887 | pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido/Incolor
MIBI-99mTc 16/02/2022 13:09 VS Normal Saline Silica gel 190 2 0 97,80 % Pass
Lot # K-20220216-050 Metanol 3MM Whatman 3 256 | pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido/Incolor
PIRO-99mTc 16/02/2022 06:55 GS Butanona 3MM Whatman 548 2 0 97,577 % Pass
Lot # K-20220216-019 Normal Saline 3MM Whatman 9 428 | pH (Low/Actual/High) 5,00 <=6,00 <=7,00
Limpido/Incolor
PIRO-99mTc 16/02/2022 06:59 GS Butanona 3MM Whatman 325 2 0 97,944 % Pass
Lot # K-20220216-021 Normal Saline 3MM Whatman 4 273 | pH (Low/Actual/High) 5,00 <=6,00 <= 7,00
Limpido/Incolor
PSMA-68Ga 16/02/2022 06:45 GS Acetato de amodnio 1M:Metanol Silica gel 0,5 20,6 0 97,63 % Pass

Lot # K-20220216-017

Limpido e Incolor

pH (Low/Actual/High)

4,00 <=6,00 <= 8,00
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Product: Manuf:  Calibration D/T Solution Media Origin  Middle Top Solution 2 Origin 2 Top 2 % Tag QC By Falil
PSMA-68Ga 16/02/2022 12:59 VS Acetato de amonio 1M:Metanol Silica gel 1,3 43,8 0 97,118 % Pass
Lot # K-20220216-048 pH (Low/Actual/High) 4,00 <=5,00 <= 8,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 01:48 PM Butanona 3MM Whatman 59 1634 0 96,515 % Pass
Lot # E-20220216-001 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 01:49 PM Butanona 3MM Whatman 11 963 0 98,871 % Pass
Lot # E-20220216-002 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 02:11 PM Butanona 3MM Whatman 6 905 0 99,341 % Pass
Lot # E-20220216-003 pH (Low/Actual/High) 5,00 <= 6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 03:44 PM Butanona 3MM Whatman 6 575 0 98,967 % Pass
Lot # E-20220216-005 pH (Low/Actual/High) 5,00 <= 6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 03:44 PM Butanona 3MM Whatman 7 372 0 98,153 % Pass
Lot # E-20220216-004 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 03:57 PM Butanona 3MM Whatman 15 887 0 98,337 % Pass
Lot # E-20220216-006 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 03:59 PM Butanona 3MM Whatman 10 823 0 98,80 % Pass
Lot # E-20220216-007 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 04:03 PM Butanona 3MM Whatman 28 648 0 95,858 % Pass
Lot # E-20220216-008 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 04:25 PM Butanona 3MM Whatman 6 804 0 99,259 % Pass
Lot # E-20220216-009 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 04:25 PM Butanona 3MM Whatman 5 1102 0 99,548 % Pass
Lot # E-20220216-010 pH (Low/Actual/High) 5,00 <= 6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 04:37 PM Butanona 3MM Whatman 12 371 0 96,867 % Pass
Lot # E-20220216-011 pH (Low/Actual/High) 5,00 <= 6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 04:48 PM Butanona 3MM Whatman 28 2192 0 98,739 % Pass
Lot # E-20220216-012 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00

Limpido e Incolor

Printed: 16/02/2022 16:09:38

Page: 5



Pass

Product: Manuf:  Calibration D/T Solution Media Origin  Middle Top Solution 2 Media 2 Origin 2 Top 2 % Tag QC By Falil
Tecnécio-99m 16/02/2022 06:46 GS Butanona 3MM Whatman 0,02 2,68 0 99,259 % Pass
Lot # E-20220216-014 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 06:58 GS Butanona 3MM Whatman 0,55 57,23 0 99,048 % Pass
Lot # E-20220216-015 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 07:28 GS Butanona 3MM Whatman 4 1202 0 99,668 % Pass
Lot # E-20220216-016 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 07:29 GS Butanona 3MM Whatman 1 204 0 99,512 % Pass
Lot # E-20220216-017 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 07:40 GS Butanona 3MM Whatman 13 727 0 98,243 % Pass
Lot # E-20220216-018 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 07:46 GS Butanona 3MM Whatman 10 734 0 98,656 % Pass
Lot # E-20220216-019 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 08:01 GS Butanona 3MM Whatman 8,5 184,3 0 95,591 % Pass
Lot # E-20220216-020 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 08:06 GS Butanona 3MM Whatman 2,3 83,8 0 97,329 % Pass
Lot # E-20220216-021 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 08:19 GS Butanona 3MM Whatman 3,7 168,4 0 97,85 % Pass
Lot # E-20220216-022 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 08:22 GS Butanona 3MM Whatman 6,7 149,8 0 95,719 % Pass
Lot # E-20220216-023 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 08:33 GS Butanona 3MM Whatman 5 297 0 98,344 % Pass
Lot # E-20220216-024 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 09:46 GS Butanona 3MM Whatman 3 462 0 99,355 % Pass
Lot # E-20220216-025 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 10:17 BB Butanona 3MM Whatman 1 368 0 99,729 % Pass
Lot # E-20220216-027 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00

Limpido e Incolor
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Tecnécio-99m 16/02/2022 10:29 BB Butanona 3MM Whatman 0,4 172,7 0 99,769 % Pass
Lot # E-20220216-028 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 10:37 VSR | Butanona 3MM Whatman 1 413 0 99,758 % Pass
Lot # E-20220216-029 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 10:46 VSR | Butanona 3MM Whatman 1 387 0 99,742 % Pass
Lot # E-20220216-030 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 10:56 VSR | Butanona 3MM Whatman 0,019 1,268 0 98,524 % Pass
Lot # E-20220216-032 pH (Low/Actual/High) 5,00 <=6,00 <=6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 11:08 VSR | Butanona 3MM Whatman 5 252 0 98,054 % Pass
Lot # E-20220216-033 pH (Low/Actual/High) 5,00 <=6,00 <=6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 11:58 VS Butanona 3MM Whatman 6 218 0 97,321 % Pass
Lot # E-20220216-034 pH (Low/Actual/High) 5,00 <=6,00 <=6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 12:00 VS Butanona 3MM Whatman 9 430 0 97,95 % Pass
Lot # E-20220216-035 pH (Low/Actual/High) 5,00 <=6,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 12:54 VS Butanona 3MM Whatman 1 175 0 99,432 % Pass
Lot # E-20220216-036 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00
Limpido e Incolor
Tecnécio-99m 16/02/2022 12:56 VS Butanona 3MM Whatman 4 457 0 99,132 % Pass
Lot # E-20220216-037 pH (Low/Actual/High) 5,00 <=5,00 <= 6,00

Limpido e Incolor
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