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WHO Guidance on wastewater & solid waste
management (IREE)

Testing (EUCAST) database (30). When an |
appropriately derived PNEC for resistance

selection for a given APl is lacking, a default
value of 50 ng/L has been applied (31). The

SERTF1EX - Default predicted no-effect target concentrations
for antibiotics in the absence of data for the protection against
antibiotic resistance and environmental toxicity
HE125MEZRIPNECERT A, HA 557 EZF=RIPNEC-ENV
(FMBAZSPNEC) FIPNEC-MIC (B/MIEIKEPNEC) {ERTA,
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KA. XIFERIIA, PNEC-MICIEEEEFEHIKANERPNEC
(32.7%) (E1) . FrEPNEC-ENVAIPNEC-MICIERINSEFIAR
JEZEJ5.3 £ 21 pg/L,  PNEC-ENVFIPNEC-MICIERYITE S B 13iEd
9351790.05%10.06 pg/L. —fM=, BNEWEAIFIRB BRI
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EU EMA Guideline on the environmental risk
assessment of medicinal products for human use

(FFBAPI)

The PECsw concentration can be calculated using the following formula in Equation 1:

DOSEAS " FPEN
PECsy = Eq.1
W T WASTEWiypag - DILUTION 1

Parameters used in Equation 1:

Parameter Description Unit Default
value

PECsw Predicted environmental concentration for [ma L]
surface water calculated in Phase I

DOSExs Maximum daily dose of the active substance | [mg patient d-1]
consumed per patient

Feen Fraction of a population receiving the active | [patients inh-1]* 0.01
substance

WASTEWinnHas Amount of wastewater per inhabitant per [Linh1d1] 200
day

DILUTION Dilution factor [-] 10

* Note that the unit of Feev is defined as [patients inh™'] for reasons of clarity. Since DOSEas is usually represented in
[mg patient™ d™'], redundant units like 'patients’ and 'inh’, were introduced to provide insights in deriving the PECsw. Mathematically,
the parameter Feen is a fraction and is thus unitless.

If the PECsw value ig < 0.01 pg L |and no other environmental concerns are apparent, it is assumed
that the medicinal product i1s unlikely to represent a risk to the environment following its recommended
usage in patients and no further risk assessment is required.
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AIHA LAPIX—IAUEINH B4250hE ¥ /NS08

=INUERF, PRl T P ASLie=IAUE
(IHLAP) | IARFRHISCIGZIAUE (ELLAP) |
INEME. FESLIREIALE (EMLAP) | BaHY
SCIGZ=IAUE (FOODLAP) FHiEBISEEIRISEIG =
TAILE,

oot /%

\\\3“ AIHA LAP

AIHA Luborutory Accred tation Programs, LLC
acknowledges that
Greatesting Service Shanghai Co. LTD
2899 South Lianhua Road, Room 1001 10th Floor Building #1, Minhang District Shanghai China
Laboratory 1D: 1127205

along with all premises from which key activities are perivnmlul 5 listed above, has fulfilled the of the AIHA La Accs
Programs, LLC [AIHA LAF) accreditation to the IS0/ [EC 17025:2017 intemational standard, General Requirements for the Competence of Testing
and Calibration Laboratories in the following:

LABORATORY ACCREDITATION PROGRAMS

[ INDUSTRIAL HYGEENE Accreditation Expires: October 01, 2026
O ENVIRONMENTAL LEAD Accreditation Ex pires:
O ENVIRONMENTAL MICROBIOLOGY  Accreditation Expires
O FOOD Accreditation Expires:
O UNIQUE SCOPES Accreditation Expires:
O BE FIELD/MOBILE Accreditation Expires:
Specific Field(s) of Testing within each Accreditati ng m for which the above named laboratary maintains accreditation is outlined
on the attached Scope of Accreditation. Continued a o pon successiul ongaing complance with SONEC 200
nd AHA LAP requrements. This certificate i not valid without the attached Scape of Accrediation. Piaase review the AIHA LAP webste
wwwaihaaccreditediobs arg) for the most current Scope.
%%
Charyl O Marton
Managing Directar, AIHA Laboratary Accreditation Frograms, LLC
Revision21: 10/24/2023 Date Issued: 10/01/2024
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AIHA LAP RiEZRS FRIBGEISGIE

ST

ERHRARE
PRIGIE

TR rsa/ﬂ

P il 2

{ 2NN ESRIRAIAR R }

[R¥=[E (QC Chart) }

THUHER

EREMEEE

-

N

FHLIF

1. REE8/IB=R
2. iR
3. 1F

J

{ JIIARE L ESS }

SEKIRE:

HJ 168—2020
ISO 21676:2018
Method 1694
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APIKER G EH A& SIEIESRA)

01 Mg | E10 min; BX10 mL
; IEEERNEA — 0.22 um PTFE,

02 LC-MS/MS | BEH-C18; 0.3
mL/min; 40°C; 10 uL; ESI+/MRM;
m/z 533.2—447.6,

03 I&iF&it | 0.5-20 pg/Lhmsts;
1 ug/Lx10; 1/5/10 pg/LERANkR,
04 FIZEtRE | =BT, BIKEER
80%—-120%; RSD<20%; 3SD<0.5
na/L.

IEIE4EEE VALIDATION

EEH RT 2.34 min | BT

%t 0.5-20 pg/L | R2=0.996
_ 35D=0.244 pg/L
RUE  45m) 0D=05 pg/L
HRE + FEEE - SKEIE

il S 2 FEHIEYgER RSD
1 pg/L 88.6% 7.5%
5 pg/L 98.3% 6.3%
10 pg/L 98.3% 6.0%

HiEBIIGIE | ST EKP kRSN

PSCI

E ISR ZTHMBERATRMLAT
GREATESTING SHANGHA! CO.LTD.

KRR R Sk Fl R S R B B e T i
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APIZKIFIRIARERHI
(SLI"IR3EEEPNEC = 0.5 pg/L)

APIEFERSM (X ZiEH) I XiS7KHEEVED (34 NBIIEER)

PRIK Sk SR BRIRE - 9,174 pglL IBEAYEIKARSL IR SERRRE - <0.5 pg/L
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itEMPEERE] (RiskQuotient, RQ)

JXUBE R 24 PEC
(RQ) PNEC

B EREN

RNFRER R AR T/ T B E AR R XU AY
RE O

Lk P BT A AT
TRETHGH TIE, Bk REIAPHRL

N (<) 1

fris RTEE R ERIT e B ENX PSR Foa ‘
RTFT(2)1 S e
uﬁl&x

" B@PSClInitiative
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APIEIKHER X bR 5l

MBEFEZL (RiskQuotient, RQ)
21 TR R S E RN T AR )

R EIKPAPIHERELR

1. EDRKIRE (BlE0: ~ERE. TIN5

LI

2. EFERIERGERKFSCIESIE (Fla0:. WERRT FMER. ZFERJARFRALE

-

LI

LI

LI

3. /KA ITHIE, FEFM BRI EIE AR (FlEREL.
RoE)
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RIKRAPIEFREI AR EIR

[ RE EAARAPIHEXMIE
LE B sren |
[ Risi% (RO) ] =
Zi& (RO 1
, i ] [mmmmmsm}
{ R/ 1
ES AR [ RE/3ELY ]

e | [ aum
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KR APIZERR S E = er

QBT - ERIFSHER, MPNECE -
IR R B R BRI |
BB R /(47

B R A EaE

FEIKAYS =
X T2 HRE B ZES0, |
BOD/COD, pH, HfthacmEEMEH! A ax w5 e
X O] BE R BT IE

AP ERK: R A, LR AN, 1%
ST KA, TIACEE oy IR, PR, BILKRSTLRSATER. W

Bermo
BRKBERS, STRRKBHLREA, fERERETE %L,
T, LUk DS SRA iR r AEe
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APIEFZE[RIAAPIK]

=61

APIE DK GEFIED
HISERSEER
5451

HEF 2R 7577

e I 15 B e .
. P = I E i W CIEE 1:1 A%W?ﬁﬁ'_ﬁﬂ: i =20 O RE s o
ADC CiE > . . ik R S . 2= C20- .
[t Ty B ZE S FH R - min T =k
12 15 250C)
JE
e ] 2 A
MMAE / i s 0.5% (5000 | /. FFZEMEHN . =30 4 I 5 i ST
MMAF RN Lo s | A NaOoCLE | o | min P
Wi. FePETE
M1/ DM4 spat s | 3% s | | =60 7 SR AR
[ 0.2% “r. S BRA{dEFH min £ &= PPE
0.5-2% NaOCL i i |
SMN-38 7/ R . =60 At W] ey 0 e bk
T b= RSP NaocCl, dInA NaOH iff | ==k } o
Exatecan =& pH>10 4 pH min E =
FIRE i ) 5-10% J2z L A5 i A 2 =30 R S VR
Doxorubicin) S NaoCl A4 7 F B IR =i min =
. 0.05M EDTA [
zﬁ;ﬁfl;ﬁ?) ;FTA TR 05% gs;gij’%ﬁ'% EYeY :’g 5 6 1F I R
. Hoit KMnO4 .
= ; i 1% KMnNnO4 . 80 1581 . =
1 B | e g | Fok. mimms | s | o e TR
H2504
Bt 2 R S R e N/A N/A N/A N/A AR S A
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