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SICHUAN OMNIS PHARMACEUTICAL CO., LTD

Omnis, founded in January 2013, focuses on R&D, production,
marketing and sales of small molecule chemical drugs. The business covers
a variety of APIs and FDFs such as lyophilized powder for injection, small
volume injection, tablets and capsules. The FDFs and APIs plants have
established a complete production line complying with EU EDQM, US FDA
cGMP, and ISO standards. All the production line granted China NMPA GMP,
and the lyophilized powder for injection line granted EU GMP and Brazil

ANVISA GMP. The products cover 6 major therapeutic areas: prevention and

treatment of thrombotic diseases, antibacterial drugs, new analgesics,

nervous system, digestive system, and respiratory system.

National Authority Of Medicines And Health Products
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CERTIFICATE OF GMP COMPLIANCE OF A MAMUFACIURER

Part 1
Izsued following an inspection in accordance with
Art. 1113} of Directive 2001 83/EC as amended

‘I'he compelenl authorily of Porlugal conlims the lollowing:

The manulaclurer: Chengdu Baiva Phurnracenticals Co., Lk
Site address: No 343 Heguo Road, West Hi-Tech Zune, C»‘i'trngff}!,'
OMS Organisation Tl OMS Tocation Td.: ORG- 100041280 /T
DUNS Number: 52-800-3073 & U
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svith AT BL1(4) of Directive 20018376
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MINISTRY OF HEALTH
BRAZILIAN HEALTH REGULATORY AGENCY

GOOD MANUFACTURING PRACTICES CERTIFICATE

Tha Fraz lian Healtt Requlatary Agenny (ANVISA), urder its dites, certfies the company ind rated below is peraciczlly 11spected and
manitered By tha Matianal Health Sneveillanss Syaten and nomp ies with t1e Gond Manufachuing Praciices guicelines given by R-azilian legislation,
winic is in accordance with tae cecar mendaticns of the Warld Health Organizatior,
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Tram the knowledpe ga'i'i'i'cd ducing 'f‘né,[mt-i;ﬁn:of‘ this mamptacturer, the latest of which was condngrad

on 2022-03-25, it is considered that it complies with:

» The prineiples and e “Good Manufacturing Practive luid down in Directive (EU) 2017/1572
and Cotmmission Delerated Repulslion (EUY 2017/156% :

[in

This cerli ficate refleets the siatus of the manulaeluring giwe at the tme of the ingpeetion nated above and
showld not be relied wpon 1 releet the complianee status itmore than theee years hayve ¢lapsed sinee ihe daw
of that inzpection. TTowever, this peried of validity may he reduced ar cxtended using regulatory risk
managament principles by an entry in the Restrictions ar Clarifying remarles field. This certificate 15 valid
omly when presented with all pages and both Parts 1 and 2. The authenticity of this certificate may be verified
m EudvalibDE. I it does not appear, plesse contact the ssuing authority.
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You can seek the certificate details which are both on the CTI official website (www.cti-cert.com) and the

Certificate No: 04124E30122RO0M

ENVIRONMENTAL MANAGEMENT SYSTEM CERTIFICATE

= r————

This is to certify that

Sichuan Omnis Pharmaceutical Co.,Ltd.
Unified Credit Record: 915101000600856590
Registered Address: No.343,Hezuo Road,High-tech Zone,Chengdu

Has been awarded this certificate for compliance with the standard : Rﬁ‘%ffa . Un%c '7_13 phar iy that
GB/T24001-2016/1S014001:2015 asebee“ aza.a,? @:,;j%@_ 9,?,’“‘-‘ Uticy,
e 4. . 43 07
Production/Business Address: No.343,Hezuo Road,High-tech Zone,Chengdu City,Sichuan B/T 23 33 o this erye Hezuo 0., L ¢ o
Province (excluding animal room) %%% 1.2 s C;Cafe fop CO%H@;_,%Z 5
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4 Sy ? i,
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The scope of certification under this certificate shall be used together with the effective regulatory 20 E-\'p,‘,}' m‘syst Ulg, te'a’
and statutory requirements involved, which shall include but not be limited to administrative license, <7 /O(;.‘/? 5 bouf'-‘da,y
qualification scope and mandatory certification requirements, etc. f""’?O’er th !"-*'ﬁa; I Seean,,e*
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CTI Certification Co., Ltd.

Zone A 8F CTI Building, No.4 Liu Xian San Road, Xin'an Street, Bao'an District, Shen Zhen, China.

Certification and Accreditation Administration of the People's Republic of China official website
(www.cnca.gov.cn)
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WE OFFER
FDFs & APlIs CDMO CSO License-in/out

WE ARE LOOKING FOR PARTNTERS OF

International BD and Licensing

Co-development and Tech-Transfer

Win win cooperation + Global Marketing and Distribution

International Mergers & Acquisitions

CMO
NMPA/EU/ANVISA GMP approved facility

Services Annual Capacity

Aseptic Filling ® 120 million Ampoules (1-10ml)
Lyophilization ® 100 million vials (2-10ml)
Tablets ® 400 million tabltes

Capsules ® 200 million capsules
Primary & Secondary Packaging

Warehousing
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FDF

Lyophilized Powder for Injection

EU GMP/ANVISA GMP/NMPA GMP

Cangrelor

Isavuconazonium 200mg

300mg
500mg
100mg
40mg

Delafloxacin
Vancomycin HCL
Sivelestat Sodium
Parecoxib Sodium

Lansoprazole 30mg
40mg
250mg, 500mg

50mg

Pantoprazole Sodium
Azithromycin

Tigecycline

Small Volume Injection

Enoxaparin Sodium 0.6ml:6000 AxalU

_ EnoaparinSodium | 06ml:6000A@ly
1ml:0.1mg; 2ml :2mg

Oral Solid

Amg
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API

CAS NO.




