CERTIFICATE OF ANALYSIS

CHRONMOGENIX rren

PRODUCT NAME: 5-2288, 25 mg Substraie EXPIRATION DATE: 2028-12-31

PRODUCT NUMBER: 00082085239

LOT NUMBER: N1268732

TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
MIN MAX UNITS PASSIFAIL

SUBSTRATE CONCENTRATION 237 26.3 mgfvial 248 PASS

FREE p-NITROANILINE 0 0.5 mol % 0.5 PASS

We heraby certify that the above product(s} have been manufactured and lested accerding to the requirements of their
Manufacturing and Quality Control procedures and have been found to meaet all conditions set forth with these documents.

//_\ il 7'—? . \
PREPARED BY: Fabiha Bushra 752'/)/ t1 .__,.xic)/u,l-% DATE: 1202026 | / K)ﬁ/l? 6
PRINT SIGNATURE 7

TITLE: QC Analyst I

APPROVAL SIGNATURE: Nehal Patel DATE: _1/20/2026

NCREY ex @l J- R0~

PRINT SIGNATURE

TiTLE: Senior Group Leader

QCM 00820852-2 Rev 01

526 Route 303, Orangeburg, New York 10962, Telephone 845-365-8000



CERTIFICATE OF ANALYSIS

CHROMOGENI)( k- E‘ista urneatation

PRODUCT NAME © COAMATIC FACTOR VIII EAPIRATION DATE: 2027-10-31
PRODUCT NUMBER : B2258563
LOT NUMBER: N11584 14
TEST DESCRIPTION SPECIFICATIONS RESULTS PASSIFAIL
MIN MAX UNITS
HIGH RANGE
Slope 0.33 G6.57 - 0.47 PASS
intercept 012 .- 0.09 PASS
r 0.900 -- 0.908 PASS
LOW RANGE
Slope 2.8 6.9 . 51 PASS
intercept 0.21 - Q.11 PASS
r 0.990 - 0.995 PASS
KIT COMPONENTS
NAME LOT NUMBER VOLUME
COAMATIC FVIHl FACTOR REAGENT N1057798 3mlL
COAMATIC FVIll S-2765 + §-2584 N1156160 6mL
COAMATIC FVHI BUFFER N11567898 24 mb
- have beén manufaclired and tested acédfding 10 the requirements of their Manufacludng and Quality Conlol procedures and have been found to meetall
{} L 7 I y }2.' dj _~2 L)
PREPARED BY: Monika Skowronska MOl Dl Paa\?)[ﬂ-;_ DATE: 12/9/2025
PRINT SIGNATURE
TITLE: QC Anaiyst |l
{\ _\ {3‘ I:‘-\) - q 1-2 6
r b3 i
APPROVAL SIGNATURE:  Nenal Patel PO AT DATE: 12/0/2025
PRINT SIGNATURE
TITLE: Senicr Group Leader

QCHGOR225856 314973050341, Rev 03

1ol
526 Route 303, Drangeburg, New York 10952, Telephone 845-365-8000



CERTIFICATE OF ANALYSIS

CHROMOGENIX werter

PRODUCT HAME- COAMATIC HEPARIN EXP DATE: 2027.03.31
PRODUCT NUMBER: 000823349363
LOT NUMBER: NO351163
TEST DESCRIPTIOGN SPECIFICATIONS RESULYS DISPOSITION
AN MAX UNITS PASSIFAIL
A FAGTOR Xa
ACTIVITY 315 3835 nikalveal 376 PASS
STANDARD CURVE (') 6.950 1.600 - 1000 PASS
CONTRGL RECOVERY 867 737 nkavviat 103 PASS

B, 5-2732, FOR GOAMATIC HEPARIN
SUBSTRATE CONCENTRATION 14.3 57 migghvial 14.4 PASS

FREE p-NITROANILINE [+ 05 mei % a1 PASS

C. COAMATIC HEPARIN KIT - LMW HEPARIN ON TOP
SLOPE -0.351 -0.103 - BRI PASS

r' 0,965 - - 0.997 PASS

D. COAMATIC HEPARIN KIT - UNFRACTIONATED HEPARIN ON YOP

SLOPE -0.338 0414 - 0193 PASS
i 0995 - - 0.998 PASS
KIT COMPONENTS;
NAME LOT NUMBER VOLUKE
GOAMATIC HEPARIN FACTOR Xa NO351180 1 mk
COAMATIC HEPARIN §.2732 NO35T181 2 ml

W horeby cerlify thal the abova proguct{s):
- have bean manufacluted and lested according lo the requirements of their Manufacturing and Qualily Conlrol procaduras and hava bean found
to raee! all conditions set forth with these documents:

. 51712095
PREPARED BY Briannz Randzzz0 RLU L Wime [0S oare. smmors )
PRINT = SIGNATURE ik
TiTLE: QC Analyst 1l
n ilios gy Ty
N - fede , S
APPROVAL SIGNATURE: Nehal Patel DATE: 51742025
PRINT SIGNATURE

TITLE: Senior Group Leader

526 Roule 303, Orangeburg, New York 10982, Telephone 845-365-8060 CKH082339363-1. Rav. 02



CERTIFICATE OF ANALYSIS

cHromoGeniX — werfen

PRODUCT NAME: §-2222, 25 mg Substrale

PRODUCT NUMBER: 00082031638

EXPIRATION DATE: 2028-08-30

LOT: N0552682

TEST DESGRIPTION SPECIFICATIONS RESULTS |DISPOSITION.
MIN MAX | UNITS PASSIFAIL
SUBSTRATE CONCENTRATION 237 263 | malvial | 25.4 PASS
FREE p-NITROANILINE 0 0.5 mol % 0 PASS

We hereby cerlify that the above produci(s) have been manufactured and tasted according o the reguirements of their
Manufacturing and Quality Cenirol procedures and have been faund to meet alt conditions set forth with thase documents.

PREPARED BY Maria Somoza _

wﬁ/ﬂ;{zﬂ‘fg) 5'& ey T

PRINT

TITLE: QC Analyst I

SIGNATURE

¥

APPROVAL SIGNATURE: Nehal Patel

W fad @)

PRINT

TITLE: Senior Group Leader

SIGNATURE

DATE!

DATE:

§26 Route 303, Orangeburg, New York 10962, Telephone 845-365-8000

5/23/2025 Uo“/;?? } FOHS

5/23/2025

QCMO0820316-2 Rav. 1



CERTIFICATE OF ANALYSIS

CHROMOGENIX werfen

PRODUCT NAME: FXa, 10 x 71 nkat EXPIRATION DATE: 2028-05-31

PRODUCT NUMBER: 00082098539

LOT NUMBER: N1158150

TEST DESCRIFTION SPECIFICATIONS RESULTS DISPOSITION
MiN MAX UNITS PASS/FAIL

FACTOR Xa, 71 nkat (650515)

ACTIVITY G1 a1 nkat/vial 78 PAGS

STANDARD CURVE (%) 0.990 1.000 - 1.000 PASS

CONYROL RECOVERY 66.7 73.7 nkat/vial 72.7 PASS

We hereby certify that the above produci(s):
- have been manufactured and tesled according to the requirements of their Manufacturing and Quality Contro! procedures and have
been found to meet all conditions set forth with these documents;

- L
PREPARED BY: Maria Somoza Mo Foee DATE:  1aess [0 /210
PRINT SIGNATORE 7

TITLE: QC Analyst 1

2J

20
b
)

O ins Patel j
APPROVAL SIGNATURE: Nehal Patel \\J "M () ‘ } DATE: 121212025

PRINT SIGNATURE

TITLE: Senicr Group Leader

QCME0650515/822023-1, Rev 04
526 Route 303, Orangeburg, New York 10962, Telephone 845-365-8000



CERTIFICATE OF ANALYSIS

CHROMOGENIX werfern

PRODUCT NAME: Anlithrombin 10 x 10 1UJ EXPIRATION DATE: 2028-07-31

PRODUCT NUMBER: 90082072039

LOT NUMBER; NO169364

TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
MIN | MAX UNITS PASSIFAIL

ANTITHROMBIN, 101U (654023)

ANTITHROMBIN ACTIVITY 9 1 Utviai 10 PASS

Al human source material used lo manufacture this product have been tested according to FDA guidelines
and found to be nor-reaclive for, HBsAg, antibodies lo HIV1 and 2, and antibodies to HCV.

AT ¢
PREPARED BY: Fabiha Bushra f«a/)/ /za;@&(/f 261 DATE: 1/20/2026 1 /&0 ﬁ?é
PRINT SIGMATURE ’
TITLE: QC Analyst I
Al
- - Lt 3. g
APPROVAL SIGNATURE:  Nehal Pate! - fed DATE: 10026 VRO~ L
PRINT SIGNATURE
TITLE: Senior Group Leader

QCMO0EH4023F-2, Rav 01
526 Route 303, Qrangeburg, New York 10962, Telephone 845-365-8000



CERTIFICATE OF ANALYSIS

CHROMOGENIX werfen

We hereby cedily that the above produci(s):

. have been manufactured and tested according Lo the requirements of their Manufacturing and Quality Conirol procedures

and have bean found o mesl all conditons set forth vith these documants.

PRODUCT NAME: COATEST APC Resistance V EXPIRATION DATE: 2027-04-30
PRODUCT NUMBER: 00082312063
LOT NUMBER: MN1358524
]

TEST DESCRIPTION SPECIFICATIONS RESULTS
APT-time on ACL MIN MAX UNITS PassiFall
Oiluled Control Plasma Level 1 27 A3 seconds 35 PASS
Diluled Controt Plasma Lavel 2 28 48 geconds 6 PASS
APC-V ratio on ACL
Control Plasma Level 3 28 3.2 3.1 PASS
Control Plasma Level 2 t.4 1.9 1.9 PASS
KIT COMPONENTS:

NAME LOT NUMBER VOLUME
COATEST APC Resistance CaCi2 M1057318 8 mL
COATEST APC Resistance APTT reagent N1057330 16 9l
COATEST APC Resistance APG/CaCl2 M1158522 2mb
COATEST APC Resistance Controf Plasma Level i M1158523 1 mi.
COATEST APC Resistance Conirot Plasma Level 2 M1057563 1mb
COATEST APC Resislance V-DEF Plasma M1057140 4 mi

121125

PRV
PREPARED BY: Monika Skowionska HA?\U Vi, )lf..o;_akl{’)]ﬂ/,‘wlu\’, DATE: 12017/2025
PRINT SIGNATURE
TITLE: 2¢ Avrdyar 57
12-13-25
- . . e
APPROVAL SIGNATURE. Nehal Palat }‘) A PG"* { DATE: §211712025
FRINT SICNATURE

TITLE: Sexn g Ldotda

526 Route 303, Orangebirg, New York 10962, Telephone 845-365-8000

QUIPB23120.1, Rev. 04



CHROMOGENIX

CERTIFICATE OF ANALYSIS

erfen

PRODUCT NAME: Anithrombin 1 x 25 U EXPIRATION DATE: 2027-10-31

PRODUCT NUMBER: 00081075639

LOT NUMBER: N1057317

TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
MIN MAX UNITS PASSIFAIL

Antithrombin Aclivity 25 36 fUfvial 28 PASS

Assay Slope @ 37°C -0.0024 § -0.0034 -0.0028 PASS

Intercept @ 37°C 0.40 0.60 0.49 PASS

r? 0.980 - 0.999 PASS

We hereby certify tha! the above product{s).
- have been manufaciured and tested according 1o the requirements of their Manufacturing and Quality Control
procedures and have been found to meet all conditions set forth with these documents;

¢
PREPARED BY: Fabiha Bushra //??/j! /?CL([;&;S}’HT)QL DATE: _11/4/2025 “J/Z{AQJ‘;

PRINT SIGNATURE
TITLE: QC Analyst |l
W - fead H-H2 S
APPROVAL SIGNATURE: Nehal Patel DATE: 11/4/2025
PRINT SIGNATURE

TITLE: Senior Group Leader

526 Roule 303, Orangeburg, New York 10962, Telaphone 845-365-8000 QCMODGS4T7IF-t, Rev 02



CERTIFICATE OF ANALYSIS

CHROMOGENIX werten

PRODUCT NAME: $-2288, 25 mg Substrate EXPIRATION DATE: 2028-12-21

PRODUCT NUMBER!: 00082085239

LOT NUMBER: N1258732

TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
MIN MAX UNITS PASSIFAIL

SUBSTRATE CONCENTRATION 237 26.3 mgfvial 248 PASS

FREE p-NITROANILINE 0 0.5 mol % 0.5 PASS

We hereby cerfify that the above product(s) have been manufactured and tested according to the requirements of their
Manufacturing and Quaiity Control procedures and have been found to meet all conditions sel forth with these documents.

e KP
PREPARED BY: Fabiha Bushra / c’:bf/m .;,ué/u‘.m DATE: 1/20/2026 .'/ &0 /!{f‘é‘
PRINT SIGNATURE 7

TITLE: QC Analyst i

S
o fed @l
APPROVAL SIGNATURE: Nehal Patel \ DATE: _1/20/2026

PRINT SIGNATURE

TITLE: Senicr Group Leader

CM 008820852-2 Rev 01

526 Rotle 303, Crangeburg, New York 10962, Telephone 845-365-8000



CERTIFICATE OF ANALYSIS

CHROMOGENIX werfen

PRODUCT NAME: $5-27685, 256 mg Subsirale EXPIRATION DATE:  2028-07-31

PRCDUCT NUMBER: 00082141339

LOT: NO755163

TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
MIN MAX UNITS PASSIFAIL

SUBSTRATE CONCENTRATION 23.7 26,3 mglvial 26,0 PASS

FREE p-NITROANILINE g 0.5 mol % 0.3 PASS

We hereby cerify that the above product{s} have been manufactured and lesled according to the requirements of their
Manufacturing and Quatity Control proecedures and have been found 1o meet all conditions set forth with these documents,

g4 125
L AT N
PREPARED BY: Monika Skowronska }U}iuli{_ sty DATE: 9/17/2025
PRINT SIGNATURE
TITLE: 28 Aatyse 99 9192 =
APPROVAL SIGNATURE; Nehal Palel NI - - Fﬁ‘d €4 DATE: 971712025
PRINT SIGNATURE

TITLE: Seatsr thosp Leadea

QCMB0821413-2, Rev 01

526 Route 303, Qrangeburg, New York 10962, Telephone B45-365-8000



CERTIFICATE OF ANALYSIS

CHROMOGENIX  \werfen

FROBUCT NAVE: 52302, 25 mg Substrate B EXPIRATION DATE: 2029-01-31
PRODUCT NUMBER:  00DB2034038 o
LOT NUMBER: N0956780
TEST OESGRIPTION — | SPECIFICATIONS RESULTS | DISPOSITICN

MIN max 1 UNITS PASSIFAIL
SUBSTRATE CONCENTRATIGN 237 26.3 moiviat | 2458 PASS
FREE p-MITROANILINE o 05 mol 3 o PASS

Wao hereby certly that (he above product{s) have been manufaciured and lested according to the requaements of their Manulacturing
and Quality Contral procedures and have been found 1o meel all cenddions sel forth with these documents.

al - ~ j -
PREPARED BY; Maria Somoza YN, é Lianrey DATE /G } - / 13
PRINT SIGNATURE U '
TITLE: QC Analyst il s - "
s /* ot e
APPROVAL SIGNATURE: Jonn Olszewski ,)/ (. HC T oate. | 0/ ZO[ 2
PRINT /

£
"//StGNATURE

TITLE: QC Lab Manages

QUID0820340.2 Rav. 01

525 Route 303, Grangebury, New York 10962, Telephone 845-365-8000



CERTIFICATE OF ANALYSIS

CHROMOGENIX werfen

PRODUCT NAME: §-2238, 25 mg Substrale EXPIRATION DATE: 2028-09-30

PRODUCT NUMBER: 00082032439

LOT NUMBER: N0956138

TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
MIN MAX UNITS PASSIFAIL

SUBSTRATE CONCENTRATION 23.7 26.3 mg/vial 257 PASS

FREE p-NITROANILINE 0 0.5 mol % 0 PASS

We hereby cerliy thal the above product(s) have been manufaclured and lasted according to the requirements of their
Manufacturing and Qualily Control procedures and have been found to meel all conditions set forth with these documents.

PREPARED BY: Maria Somoza fﬁ/ {35 &vac{ DATE:

APPROVAL SIGNATURE: Nehal Palsl

[

PRINT SIGNATURE

TITLE: GC Analyst Il

1\_') SN (s 2]
PRINT SIGNATURE

TITLE: Senior Group Leader

526 Route 303, Orangeburg. New York 10962, Telephone 845-365-8000

62312025 0%/ 3./ 2y
[

DATE:

9/23/2025

QCM00820324-2 Rev. 01



CERTIFICATE OF ANALYSIS

CHROMOGENIX werTten

PRODUCT NAME: COATEST APC Raesistance Control Plasma Level 1 EXPIRATION DATE: 2027-04-30
PRODUCT NUMBER: 00082265063 T
LOT N0351418

Analysis with COATEST APCR V:

APT Time CaCl, - 39 seconds 34 PASS
APCICaCl; 75 - seconds 101 PASS

APC Ralio 2.7 1.2 - 2.9 PASS

We hereby cerlify that the above product(s).
- have been manufactured and lested according lo the requirements of their Manufacturing and Quatity Contol procedures and have been

found o meet all condilions set forth with these documenis.

} ' . . o .
’ Y ! ! o - I} e !
PREPARED BY: Monika Skowronska 'Uiﬂ}i%% Shuseonoln pate 412912025 }—f 2340
PRINT SIGNATURE
TITLE: QC Analyst 1l
n LX) 2AS
CA v b v /
APPROVAL SIGNATURE: Nehal Patel }o-m Feced e DATE: 4/29/2025
PRINT SIGNATURE
TITLE: Senior Group Leader

QCMO0C00423L.-1, Rev. 04

526 Route 303, Orangeburg, NY 10962, Telephone 845-365-8000



CHROMOGENIX

CERTIFICATE OF ANALYSIS

Instrumentation
Laboratory

HEEE

Wa hereby cerlify that the abeve product(s):

- have been manulaclured and tested according lo the requirements of thelr Manufacturing and Qualily Ganlrol

procadures and have hoan found lo meed all conditions sot forth vilh theso documents;
. mee! all applicable requirements of the 98/7B/EC Directive according lo which they are CE marked.

A : £ o
PREPARED BY:_Monika Skevronska (I)}Ll fo DV\U}-\‘&M r'/J}fC‘\

PRINT

TITLE: QC Analystil

SIGNATURE

APPROVAL SIGNATURE. Nehal Palel

P {)Cu\ @4

PRINT

TITLE: Senlor QC Analyst

SIGNATURE

DATE:

DATE:

526 Roule 303, Orangeburg, Naw York 10982, Telephena 845-365-8000

PRODUCT NAME: COATEST Heparin EXPIRATION DATE: 2027-11-30
PRODUCT NUMBER: 25553863
LOT NUMBER! N0553172
TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
N MAX UMITS PASSIFAIL

A FACTOR Xa
ACTMITY 61 81 nkavvial 72 PASS
STANDARD CURVE (r2] 0,990 1.000 - 1600 PASS
CONTROL RECOVERY 65.7 7371 nkativia 70.2 PASS
RESIDUAL MOISTURE (KF} G ) % NA
RESIDUAL MOISTURE (FMS} 4] 120 Foir .3 PASS
B. S_-2222, FOR COATEST HEPARIN
SUBSTRATE CONCENTRATION 14.25 16.2 mgtvial 1591 PASS
FREE p-NITROANILINE a 05 mo! % 01 PASS
RESIDUAL MOISTURE Q 5 % 0.1 PASS
C. ANTITHROMBIN 10 IU, FOR COATEST HEPARIN
ANTITHROMBIN ACTIVTY g | i | Uivial 1% PASS
D. NORMAL GONTROL PLASMA
HEPARIN ANTAGCMISTS 0 <0.10 Uimi o PASS
STANDARD CURVE:
regrassion coefficient () .69 t.00 - .99 PASS
slepe -0.800 -0.500 - -0.701 PASS
intercept 0.650 1.03¢ .- 0.795 PASS
CONTROL RECOVERY 04 0.6 dHml. 0.6 PASS
ABSORBANCE AT 408am 0.00 0.400 - 0173 PASS
APPEARANCE yellowishawhite, lvophilized powder PASS PASS
E. BUFFER pH 8.4 CONC,, FOR COATEST HEPARIN
APPEARANCE clear, coloress solution PASS PASS
EH g 20-25°C 8.3 8.5 - 8.4 PASS
F, COATEST HEPARIN KIT
SLOPE -0.800 G506 - -0.728 PASS
INTERCEPT 0.650 1.030 - 0.820 PASS
RAEGRESSION COEFFICIENT (?) .99 1.00 1.00 PASS
CONTROL RECOVERY 04 0.6 U/ml 0.6 PASS
KIT GOMPONENTS:

NAME LOT NUMBER VOLUME
COATEST HEPARIN FACTOR Xa NO552882 2l
COATEST HEPARIN 8-2222 NO553150 4 mL
COATEST ANTITHROMBIN ND553157 1mL
COATEST HERPARIN NORAL PLASMA ND553167 1t mbL
COATEST HEPARIN BUFFER ND552802 12l

(18 2°

6/18/2025

671812025

-y

1825

CCNERIE55 3962497 3GE04-1, Rew 02



CERTIFICATE OF ANALYSIS

cHrRoMIOGENIX werten

PRODUCT NAME: COATEST APC Resistance Control Plasma Level 2 EXPIRATION DATE: 2027-02.-28
PRODUCT NUMSBER: 00082268663

LOT NUMBER: N0250218

TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
Analysls with COATEST APCR V! MIN MAX UNITS PASSIFALL

APT Time CaCl, 28 414 seconds 37 PASS

lAPC Ratio 1.4 1.9 - 1.9 PASS

We hereby cerlily thal the above product(s):

. have been manufactured and tested according to the requirements of their Manulacturing and Quality Conlrol procedures ang have baen found {o

meet ail conditions sel forih with these documents;

PREPARED BY:

Manika Skowronska ll(t?l\‘ lfq L5y ’(-‘x‘h\‘s*’i\

PRINT SIGNATURE
TITLE: QC Analyst Il
S ATE R Lt
APPROVAL SIGNATURE: Nehat Pale} N r !
PRINT SIGNATURE
TITLE: Senior Group Leader

DATE:

DATE:

N ap g
wasizozs o LD L5

2-252%
3/25/2025

QCMOOHG$444F-B, Rev, 05

526 Route 303, Orangeburg, New York 10962, Telephone 845-365-8000




iy

CERTIFICATE QF ANALYSIS

Instrumeniaiion

BRI

PRODUCT NAME: 5.2366, 25 mg Subslrale EXPIRATION DATE: 2029-06-30
PRODUCT NUMBER: 82109039
LOT NUMBER: NOBA5152
TEST DESCRIPTION SPECIFICATIONS RESULTS DISPOSITION
MiN MAX UNITS PASSIFAIL
SUBSTRATE CONCENTRATION 237 26.3 mglvial 259 PASS
FREE p-NITROANILINE 0 a5 ol % a PASS
| ) NN
PREPARED BY: Monika Skowrongka H»Uh]\"‘i’i Nerpaansld DATE:  sromoza 91 Qll
PRINT SIGNAUTURE
TLE: QC Analyst il
Ny, P by ,{ (i i t ('I "2 !’/
APPROVAL SIGNATURE: Nehal Patel PO PN et DATE:  9/1912024
PRINT SIGNATURE

TITLE:

Senior Group Leader

526 Route 303, Orangeburg. New York 10962, Telephone 845-365-8000

QCMO0821080-Z, Rev 01



