24.06.2025

JIEPJKABHA COYKBA 3 JIKAPCHKUX 3ACObIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Ceitanunoi. 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua. Kox € JIPTIOY 37079055

BUCHOBOK
npo sikicTh BBE3EHOro B YKpaiuy AixapchKoro 3acoly

Ne 31313/25/26

KOKOKCUb

(uaitmeuysanns RiKapChKOTo 3acoBy 3riAHO 3 PECCTPALIAIAM HOCBIAMEHIIM)

rabaerku, BKpUTI 11iBK0BOIO 06010HKO010, 1O 90 mr; no 7 Tabjeroxy Gaicrepis no 4 daicrepu

B kapTouniii kopobui

(dbopma BRITYCKY 103y BAHHH, BUI TIaKYBaHHA nikapesroro 3acoly)

Homep peecTpauiitHoro NocsiAueH s UA/19968/01/03 crpok aif peecTpaliifiHOro nocBinHenHa 03.04.2028

Cepis nixapcbkoro 3acoby Ne P2405080 KinbKiCTh BBEIEHOTO Aikapehkoro 3acoly 1296

BupobruK

Bpeseno B Ykpaidy

POHTIC XEJUIAC MEJUKAJI EHI GAPMACBIOTIKAJIC
MTPOJAKTC C.A., 'peuis

(HaRMEHY BAHHS BUPOBHUKR ATKAPCHKOTO 1acofy. KpaTHA NOXO/IKCTHN)

TOBAPUCTBO 3 OBMEXKEHOIO BIITTOBIIAJ bHICTIO
"BYCT ®APMA"Y, inent. koa: 44107410

(naftMeny BaHHS T4 KO 34 CAPHIOY opuansiod ocaby aBo npissMLIe, M5 N0 Barhroni disusiot
0COBH - NIANPHCMLS, 11 MICUE TIPOKMBAHHS T2 pecerpautidinii Homep O6NIKOBOT KAPTKK TLIITHHKR
roaatkis a60 cepis Ta HOMEp nacnopTa)

TIpoTOKON BI3YANLIOTO KOUTPOIO Bill 24.06.2025 Ne 2264/01.10-25/6.

3a pelyasraramu

JlepKABHOTO  KOHTPONKO  BCTAHOBJICHO, 1O nikapcufnin  3acié  BmeseHo B Ykpainy

AOTPHMAHHAM sumor 3aKOHOJABCTRA LLHONIO 380e3neUeHHS akocTi njKapcHruX 3aco0is.

H

Muxona XOJIOJIEHKO

(niume) (iminiaan Ta npisane)
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CEPTUO®IKAT BIANOBIAHOCTI

MpoaykT: KOKOKCUE, TaBneTku, BKpUTI NNiBkoBO 0BOMNOHKOO, MO 90 mr; Ne 28
(ETOPUKOKCUB KOKOKCUB MICTPAT YKP T®I/O 90Mr BJ1. X 28)  KinbkicTb: 3 200 ynak, 89 600 Tabn.

Homep cepii: P2405080

Homep cepii Bulk npoaykTy: TC2312024

AP (BUpOBHUK/HOMED cepii): Aurore Life Science Private Limited / ETXF230014

Nikapcbka dopma: ETopukokcuG TabneTku, BKPUTI 0BONOHKO, N0 90 Mr

[laTa BUTOTOBMEHHS (micsius/pik): 11/2023

[ata yrnakoBku: (neHb/MicaUb/piK): 14/05/2024

TepMiH NpuaaTHoCTi (micsib/pik): 10/2027

Tun Ta poamip ynakosku: 7 TabneTox X 4 Gnictepwu

Micue BupobHuyTaa: POHTIC XENSAC MEQIKAIN EHL ®APMACHIOTIKANC NMPOJAKTC C.A.

Caiit ynakosku: POHTIC XENNAC MELIKAIN EHA GAPMACHIOTIKANC NPOLAAKTC C.A
CaifT nepeBipKy KOHTPOIIO AKOCTI: POHTIC XENNAC MELIKAN EH ®APMACBIOTIKANC MPOJAKTC CA

Homep niueHsii Ha BUPOBHULTBO! 0000010664/23/1
Homep peecTpaLitHoro nocaiaYeHHs: UA/19968/01/03 KpaiHa-imnopTep: YkpaiHa
BuroTtosneHo ans: Mistral Capital Management Limited. PesynbTaTy aHanisy: ave. cepTudgikat aHanisy

Lium A 3acsiguylo, WO HaBejeHa Bulle iHpopmaLlif € AOCTOBIPHOK Ta TOYHOI. Lio napTtito NPOAYKTY byno
BUTOTOBAEHO, YaKOBaHO Ta MPOKOHTPONBOBAHO HA BULLE3a3HaYEHOMY micui (-ax) y nosHin gignosigHocTi 4o
sumor EC GMP ans 3abesneyeHHn BiANOBIAHOCTI MapKeTUHIOBOMY JOpyYeHHIo KpaiHu-imnopTepa. 3anucu npo
cepiiiHy 06pobKy, naKyBaHHA Ta aHanis aHanisy 6yau nepernaHyTi Ta BU3HaHI TakMMM, WO BignosinatoTe GMP.

BigxuneHHs, AKi MOXYTb MaTu HeraTUBHWIA BM/IUB Ha AKICTb NPOAYKTY: v/ Hemae
Lia napTis sunylieHa Ha PUHOK. [] TaK, AMB. KOMeHTapi
KomeHTapi/3ayBaXKeHHs: N/A

[ara: 24.05.2024
Im'a / Nignuc:
(Im's, YO) /nidnuc/
Bobona Esareiin
(VnosHoBaxeHa ocoba, WO 3a3HayYeHa B

[lupekTusi 2001/83/EC)

HauioHanbHa opraHisayia 3 nikapcbKkux 3acobis, Homep ceptudikara: 93103/7-9-2023, Homep MO3BONY:
0000010664/23/1, srigHo 3i cratTelo 40 [IMpeKTUBY 2001/83/EC, W0 TPAHCAIOETCA B HaljoHanbHe
3aKkoHogascTso AY3(a)/l. M. 32221/29-4-2013 C1.57
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Rontis CropiHKka 232

Data sugadi: 17.01.2022
[Nata HabpaHHA YUHHOCTI: 26.01.2022

BUMYCK CEPII FOTOBOI YMAKOBAHOI D23-078-01

IPOLYKLI 3BIT BuaaHHs Ne 9

3BIT PO BUMYCK MAPTIi rOTOBOI VINAKOBAHOT TPOAYKLIT
NPOAYKT: ETOPMKOKCME KOKOCHE MICTPA/T VKP T&[1/0 90mz 5/1.X 28 (CEPIA HOMEP: P2405080

[ATA BUTOTOBNEHHA: 11/2023 TEPMIH NPUOATHOCTI: 10/2027
BUPOBHWYMUI HOMEP: 3872/23, 3949/23, DP467/24 PO3MIP CEPIT: 3200 ynak. +14 3pasr<isj
r KOHTPO/IbHUM CMTUCOK JOKYMEHTALYIT 3ANACY VNAKOBAHOI
nPOAYKLL NEPET/IAHYTO
Ne BUPOBHULTBO KOHTPO/Nb
3/n ®OPMM/AORYMEHTH DPT AKOCTI DPT
1 | 3ANUCK BUPOBHULITBA CEPIVA /nionuc/ H/3
2 | 3ANMUCY NAKYBAHHSA CEPIN /nidnuc/ H/3
3 | JOKYMEHT KOHTPO/IO NPOLECY MIA HYAC BMPOBHULITBA /nionuc/ /nionuc/
4 | LOKYMEHT KOHTPO/IO NPOLIECY NI HAC MAKYBAHHSA /nidonuc/ /nidnuc/
5 | AHAMITUYHWN 3BIT 3 KOHTPOJIIO AKOCTI H/3 /nidnuc/
FAPAHTISI AKOCT! B DPT
BIANOBIAHICTD 3 MNPOLLEAYPAMU CUCTEMMU AKOCTI "
/nionuc/

NEPErNALN/NEPEBIPKA YNOBHOBAXEHOI OCOBU

Y pasi cepipianisauii napTii, nigTBEpPAXKEHHA KiNIbKOCTI cepiliHux Homepie MK TUM, WO
npepcrasieHo 8 TRACELINK, i kopobkamu ynakoBaHOro NpPoAyKTy BiANOBIAHO A0 3anuUcy H/3
napTii BUKOHYETbCA YNOBHOBAXKEHOIO ocoboto

3anucu npo cepi 6yau neperasHyTi, nepesipeHi Ta 8iANoBiAaloTL cneuundikaLiam /
peecTpaLiiHoro AoCLE

Mepesipka NpoLeaypy 3MiHu CTaTycy NPOAYKTY (3 KapaHTUHY Ha BUMYLLLEHUI NPOAYKT), WO /
BUKOHYETbCA uepes cuctemy ERP, BUKOHYETLCA YNOBHOBAXXEHOIO ocoboto

YMOBHOBAEHA OCOBA POHTIC XE/I/IAC MELIKAN
EH,, ®APMACBIOTIKANC NPOOAKTC C.A

bobona EBare.{lm /nidnuc/ 24.05.2024
Bunyck cepi!

NIANUC / AATA BUNYCKY
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Napica Inpactpian Epia
M.0. BOKC 3012
ont l s Napica, 41004, MpeLlis
Teoedon: +30 2410 541 489
. . . dake: +30 2410 541 490
Driven by innovation , infohellas@rontis.com
http://www.rontis.com

CEPTU®IKAT AHATI3Y
ETOPUKOKCUB, TabrneTtku BKPUTI NIiBKOBOIO 060NOoHKO10, o 90 Mr
A/A N/A i Koa TCL1ET
HOMEP CEPIi POHTIC TC2312024 PO3MIP CEPIT 333 333 tabneTok
DATA BUPOBHULTBA 11.2023 TEPMIH NPUOATHOCTI NocunaHka Ha Cep-T gignosigHocTi
Komenrtapi : N/A
TECTU CHELUDIKALLIA PE3Y/IbTATHU
onuc [goonyxkni Tabnetku a6aykonoaibHol dopmu, BKpUTI 060NOHKOIO,
. o . .. BIANOBIAAE
{(BM) 6iNOrO KOABOPY, 3 TUCHEHHAM «90» 3 OAHIE! CTOpOHY Ta rNaaki 3 iHWo!
|peHTudikauin eTOPUKOKCHBY
A. BEPX A. Yac yTpuMyBaHHA BiAnoBifae cTaHAapTy (KinbkicHe BU3HAUEHHA). A. BIANOBIAAE
B. Yd-cnekTp B. CnexTp BiANOBIAZE CTAHAAPTY- B. BIANOBIAAE
(BM)
Po3mipu (LUMpKUHA X [OBKUHA) 8,1X83mMm+7,5 %
14X 8
(BM) (7,50 - 8,70) X (7,69 - 8,92) mm 8,14 %835 1M
L NMT 2 oauHuls > AW £7,5 % .
OpHopigHicTe macu (Eur. Ph. 2.9.5) WoaHoi oanHuL > AW £15,0 % BIAMOBIJAE
BmicT Boau (3a Kapnom dilwepom) (Eur. . o 5
Ph. 2.5.12) He 6inblue 3 % 2%
KinbKicHe BU3Ha4eHHA - o
(BEPX) (BM) 95,0 -105,0 % 99,7 %
Po3unHEeHHA {Q)=80%3al15xs 95%
(BEPX) (BM) (3riaHo 3 Eur. Ph. 2.9.3) Min . 94% (S1)
Ona nepwnx 10 oguHuub AV < 15,0 % (L1i)
- pal AuHUub: AV €15, 9 i
OAHOPIAHICTb 40308aHUX OAUHUUD .360 A8 30.? UHALE .AVV 15,0 A (L) AV=5,3%
(Bapiauin macu) (Eur ph. 2.9.40) OZeH BMICT Yy OKpemii A0308aHIU OAMHULL He € MEHLLIUM 33 Pisens : L1
e (1-L2x0,01)MiHee Ginbwumm 3a (1 + 12 x0,01)M
(peli=150,al2= 25,0) (Bianosiaae Eur. Ph. 2.9.40)
Lo ; Jomiwka F: < 0,2% ND
Cynp(céaEls.;)l '(QBOI\'A\A)MKM Makc. Haibinblua iHaysiayanbHa HeineHTUdIKOBaHA AOMILIKE: £ 0,2% 0,03 %
Cyma gomiwok: £0,5 % 0,08 %
|aenTudikaLin TUTaHY AlOKCHAY {BM) VTBOPIOETHCA KOBTYBATO-OPaHKEBE 3abapBneHHa. BIAMNOBIAAE
N::‘PO?E“;‘;‘*IH; ‘24":;0‘)'3 TAMC: 10° KYO/r (MaKcumansHo AoNyCTAMa KinbKicts = 2000) <100 KYO/r
ur. Ph. 2.6.12-2.6.13 ey L _ <100 KYO
(BUKOHYETbCA Ha KOl 1044 naprii a6o TYMC..10‘ qulr gMaKcmmaano OMYCTUMA KiNbKICTb = 200) b Hﬂ//l'r
NpuHaiMHI Ha 0AHI# napTil Ha piK, 3a71€KHO Bif) Escherichia coli: BiacyTHs/r ACYT
0r0, WO MaE HaliButLly 4actoTy) (Bignosiaae Eur. Ph. 5.1.4-1)
BUNYLLEHO/BIAXUNEHO BUMNYCK manuc DATA
RimiTpa Miauiy 21 notoro 2024
BUMYILEHO MeHemkep 3 KOHTpOsIt0 AKOCTi - YO /mamc/
- ‘ neumitkM

Buuie3asHayeHi Tectu onucaHi 8 MOHOIPA®Ii TOTOBOTO NPOAYKTY TA AHANITUYHOMY 3BITI 3 KOHTPOJIO AKOCTI ana
NpOAYKTIB 3 ipeHTUdiKaLiiHUMU HOMEpPaMUL TCO3ET & TC11ET.

Komenrapi: ND: He BUABAEHO, *pegynbratit IPC.
BM — BryTpiwHiit MeToa J
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Industrial Area of Larissa

P.0. BOX 3012
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Ro nt‘ s Phone:+30 2410 541 489
Daven by inrovation Fax: +30 2410 541 490

infohellas@rontis.com
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CERTIFICATE OF COMPLIANCE

product: COCOXIB, film-coated tablets, 90mg, No28 Quantity: 3.200 boxes, 89.600 tabs
(ETORICOXIB COCOXIB MISTRAL UA FCT 90MG BTX28)

Batch no: P2405080

Bulk Product Batch No: TC2312024

AP (Manufacturer/Batch NoY: Aurore Life Science Private Limited / ETXF230014
Dosage form: Etoricoxib 80mg fiim coated tablets

Manufacturing date (month/year). 11/2023

Packaging date: (day/month/year): 14/05/2024

Expiry date (month/year): 10/2027

Package size / Type: 7 tabs x 4 blisters

Manufacturing Site: RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A.
Packaging site: RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A.
Quality Control testing site: RONTIS HELLAS MEDICAL AND PHARMACEUTICAL PRODUCTS S.A.

Number of Manufacturing Authorization: 0000010664/23/1
Marketing Authorization Number: UA/19968/01/03 importing Country: Ukraine

Manufactured For: Mistral Capital Management Limited Results of Analysis: See attached CoA

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
packaged and tested at the above mentioned site (s) in full compliance with the EU GMP requirements for assuring
compliance with the Marketing Authorization of the importing country. The batch processing, packaging and
analysis testing records were reviewed and found to be in compliance with GMP.

Deviations which could have an adverse effect on the quality of the product: v no

o yes, see comments
This batch is released to market.

Comments/Remarks: N/A

Date: 24/05/2024

Name / Signature: %

(Name, QP)

Bobola Evagelia
{Qualified Person as designated in Directive 2001/83/EC)

Nationat Organization for Medicines, Certificate number: 93103/7-9-2023, Authorization No: 0000010664/23/1, in accordance
with Art.40 of Directive 2001/83/EC transposed in the national legisiation AY3 (a)/T.11. 32221/29-4-2013 Art.57

SOP.02-002, EXHIBIT 1b, EDITION 9
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ANAGOPA ANOAEZMEYZHE MAPTIAAZ Hufvia EKBOOTS:  17/01/2022
TENKOY EYEKEYAEMENOY NPOIONTOE  pag.g78-01 | AP-EKOOCAS g (issue Date)
(FINISHED PACKED PRODUCT BATCH RELEASE (Edition No) Hplvia loxuog: 26/01/2022
REPORT) (Effective Date)

ANA®OPA AMOAEEMEYZHE nAngAAi TEAIKOY LYZKEYAZIMENOY
MPOIONTOX
(FINISHED PACKED PRODUCT BATCH RELEASE REPORT)
TPOION: . eolitoxds  (OLOXD TS TEAL | APIOMOEX NAPTIAAL

tpropucT) (4 €l 0w B8 (BATCH NUMBER) P2 Yo SeBO0
HMEPOMHNIA TIAPATQIHE: . HMEPOMHNIA AHZHE: o
(MANUFACTURING DATE) M3 (EXP. DATE) 0%
'APIGMOZ MAPATQTHE: TH 347w, IS 5] METEOOR NAPTIAAL: 5150 6oKE)
(MANUFACTURING NUMBER) 0'Ad iy | (BATCH SIZE) £ il (augles]
{
ATFTA EAETXOY EITPAGON '
MAPTIAAE EYEKEYAEMENOY NPOIONTOE TS e
- (PACKED PRODUCT BA TCH RECORD DOCUMENTATION CHECK LIST)
AR AEATIA | ENTYTNA TMHMA NAPATQIHE | TUHMA BB SOY
. » (FORMS{DQCUMENTS) ’ (PRODUCTION DPT) (QUALITY CONTROL DPT)
" SFTPAGA TAPAT T HE NAPTIAAL [IPOIONTOZ
(MANUFACTURING BATCH RECORDS) I‘r \ﬁ’
~~ T EFTPAGA LYIKEVAELIAT APTIAAZ [POIONTOR

i N\V’

(PACKAGING BATCH RECORDS)

ENTYNO EAETXQN KATA TH AIAPKEIA THE g
3 NAPAMQrHE ;
(IN PROCESS CONTROL DOCUMENT DURING MANUFACTURING) /N
ENTYTO EAEFXQN KATA TH AIAPKEIA THE P ’ IZ
4 | EYIKEYAZIAL e !
(IN PROCESS CONTROL DOCUMENT DURING PACKAGING) g
P ANAGOPA ANAAYZEQN EAErXOY MOIOTHTAZ 7
{QUALITY CONTROL ANALYTICAL REPORT) yI \{\/
X /4
TTATIMA AAZGANEHE NPIOTHTAL
THPHEH AIAAIKAZION EYETHMATOZ NOIOTHTAL (QUALITY ASSURANCE DPT)

(COMPIANCE WITH QUALITY SYSTEM'S PROCEDURES)

A
EAETXOI | ENAAHOEYZEIZ NOY [IPACMATOTOIOYNTAI ANIO TO EIAIKEYMENO MPOZQNO
(REVIEWS / VERIFICATIONS BY THE QUALIFIED PERSON)
e TreEpiTTTWOon TEIPIAKAG mapridag, TTPAYUATOTTOIEITON emiBeRaiwon Tou TTARBOUE TWV CEIPIAKWY apiBpuv
HETAgY QUTWV TTOU gugavigovral oTny TRACELINK KQi TWV KOUTIWYV TOU GUCKEUATHEVOU TTPOIOVTOG TTOU
mapAxenoav CUHEWVA PE TO apyeio Trapridag amé 10 Eidikeupévo NpoowTo N\I\/

In case of a serialized balch, a confirmation of the serial numbers quantily between the one presented in TRACELINK and the boxes of
packed product as per patch record is performed by the Qualified Person

Ta apyeia g TApTidAg ehéyxBnkav, aflohoyriBnkav Kai CUHPWVOULV HE TIG TTpodIaY PAPES TOU TTPOIOVTOG
Bdoti TG 10XUOUCAG GBEINC KUKAOQOPIAG. The batch records was reviewed. checked and conform with the marketing /
authorization license specifications

Mpayparotroital eraiBeuon TG Bladikaaiag aAAayng KardoTaong Tou TTpoi6VTOG (aTTd TTPOIGV KaPAVTIvaG

gt ATEALUBEPWHEVO TIPOIOV) OTIWG ekTeAsital amrd 1o ERP olotnpa arrd 1o Edikeupévo MpdowTo) /
A verification of the product change status procedure (from quarantined to released product) executed through ERP system is performed
by the Qualified Person

EIAIKEYMENO MPOEQIO MA TH RONTIS HELLAS SA Ynormngzthng{r;?{ngnnm
(QUALIFIED PERSON OF RONTIS HELLAS SA) {SIGNATUR / RELEASE DATE)
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Industrial Area of Larissa

I P.0. BOX 3012
Ro nt I s Larissa, 41004, Gresce
' C Phone:+30 2410 541 489
Driven by innovation Fax: +30 2410 541 460
CERTIFICATE OF ANALYSIS infohellas@rontis.com

hiig:i/www.romis.com

 ETORICOXIB 90 MG FILM COATED TABLETS

NA INIA ~ CODE | TCHET
 RONTIS BATCH CRATOM SIZE
ST s o TC231202 - BATCH SIZE 33.333 tablets
NUMBER 12024 ; ekl oo 333.333 tablet
MANUFACTURING | 44 5453 EXPIRYDATE | Refto CoC
- DATE : i
Comments: N/A
TESTS ~ SPECIFICATIONS |  RESULTS
Description White, apple «-shaped, biconvex film coated tablets
(IH) debossed with '99' on one side and plain on the other, CONFORMS
Identification of Etoricoxib
A.HPLC A. Retention time corresponds to that of the Standard (Assay test). A. CONFORMS
B. UV B. The spectrum corresponds to that of the Standard. B. CONFORMS
(H)
Dimensions
81x83mmx75%
Uniformity of mass NMT 2 units > AW £ 7.5 %
(Eur. Ph. 29.5) No unit > AW £ 15.0 % CONFORMS®
Water content
(by Kart Flscher) NMT 3% 2%
{Eur, £h. 2.5.12)
Assay . .
{by HPLC) 95.0-105.0 % 99.7 %
{IH)
Dissolution ° 95 %
by P
(IH) ceoruing R AN ‘51)
For the first 10 units: AV 5 15.0 % (L1)
or For 30 units: AV € 15.0 % (1.1) and
Uniformity oftdusage units No individual content of the dosage unit is Less than (1 -L2 x 0.01} M AV=5.3%
{idass vapalion tesl or More than {1+ Lz x 0.01) M Level: L1
R (where Ly is 15.0 & Lzis 25.0)
(Complies with Eur. Ph, 2.9.40]
. 9,
Related substances Impurity E: £ 0.2 % ND
{by HPLC) Max Individual Unknown impurity: 0.2 % 0.03%
) Total impurities: 0.5 % 0.08 %
Identification ofm'l;]lianlum dioxide Yellowish - orange colour is produced. CONFORMS
Microbiological examination TAMC: 10% cfulg (Max Acceptable count = 2000) <100 cfu/g
f"'- 'Z" 26.12. j:ff . TYMC: 10? cfulg (Max Acceptable count = 200) <100 cfufg
b s a8 pf,"; ot Escherichia coli: Absent/g ﬂ ﬁ Absent/g
whichaver has the highest frequency) {Complies with Eur, Ph, 5.1.4-1)
RELEASED / REJECTED RELEASED BY Sl TURE DATE
Dimitra Gkatziou “ ;
Quality Conlral Manager - QP 2 1 FEB z{m‘
NOTES /

The above tests are described in the FINISHED PRODUCT MONOGRAPH & QUALJ CONTROL ANALYTICAL REPORT with
Product ID No: TCO3ET & TC11ET.

Comments: ND: Not Detected, *IPC Results
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