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Englizh translation version

Receiving No. of Application: CYHZ24083 10Hebei

HEBEIMEDICAL PRODUCTS ADMINISTRATION
DRUG RE-REGISTRATION CERTIFICATE

Notification No.: 2024BR009638

Name

Generic name: Mannitol Injection

English name/Tatin: Mannitol Injection

Brand Name

Active ingredient |Mannitol
Dosage Form Injection Application Renewal
Dosage strength  |250mL: 50g Category Chemical drug
Original GUOYAOZHUNZI
Standard ChP 2020
Certificate No. |H13021754
Packing 250mL/Bottle Shelf Life 24 months
Conclusion Approved
Marketing Name: Hebei Tiancheng Pharmaceutical Co., Ltd.

Authorization

Holder (MAH)

Add: No. 18, Jinguang Street, Economic & Technological Development Zone,
Cangzhou, Hebei

Manufacturer

Name: Hebei Tiancheng Pharmaceutical Co., Ltd.
Add: No. 18, Jinguang Street, Economic & Technological Development Zone,
Cangzhou, Hebei

Certificate No. GUOYAOZHUNZI H13021754 Expiry Date August 22, 2029

To Hebei Tiancheng Pharmaceutical Co., Ltd.

CccC CANGZHOU MARKET ADMINISTRATION BUREAU
This approval document solely grants renewal of the drug registration and only
extends the validity period of the approval number. The submitted renewal dossier
shall not serve as evidence for the product's manufacturing process information. For

Note any changes conceming packaging specifications, active ingredients, dosage

strengths, specifications (quality standards), formulation'manufacturing process,
Marketing Authorization Holder (MAH), drug manufacturer, or production site, the

applicant must handle such matters in accordance with relevant regulations.

HEBEI MEDICAT PRODUCTS ADMINISTRATION
(Authority Stamp)
August 23, 2024

Note: In case of any conflict between the English and Chinese version the original Chinese version shall prevail




g@medeferent

Nr.:Rg-04/AG-05/2024 : r l-j p
Din 05 aprilie 2024
Catre: Directorul general
al Agentiei Medicamentului
si Dispozitivelor Medicale
D-nul Dragos GUTU
CERERE

Reprezentant oficial/ solicitant ~Medeferent Grup SRL

Reprezentat de (NP) Victor Luca

Prin procura nr. fird numar din data 01.07.2024 valabila pand la 01.07.2027.

Solicita autorizarea primari/repetati in Republica Moldova a produsului medicamentos
original/generic/altele prin procedura simplificatd/generala/accelerata

Denumirea comerciala Manitol 200 mg/ml

Forma farmaceutica solutie perfuzabila

Doza/volum/ marimea de ambalaj 200 mg/ml 250 mIN 1; 500 mIN 1
Detindtorul Hebei Tiancheng Pharmaceutical Co., Ltd.
Producatorul(ii) Hebei Tiancheng Pharmaceutical Co., Ltd.

Prezenta cerere este insotitd de documentatia in variantd de hartie (Modulul 1) si pe
suport electronic.

Declarim, ci documentatia prezentata este veridica si completa in conformitate cu
prevederile Ordinului Ministerului Sandtdtii nr.739 din 23.07.2012 "Cu privire la
reglementarea autorizirii produselor medicamentoase de uz uman si introducerea
modificirilor postautorizate", cu modificarile si completdrile ulterioare. Constientizam, ca
purtim riaspundere pentru veridicitatea documentatiei prezentate, in conformitate cu
prevederile legislatiei in vigoare.

Confirmim, ci suntem informati despre respingerea cererii si returnarea dosarului,
in cazul previzut de pct.56° si despre intreruperea procedurii de autorizare, in cazul
previzut de pct.46 din Anexa nr.1 la Ordinul MS nr.739 din 23.07.2012.

Totodati, confirmam cid suntem informati ca taxa nu se restituie, In cazurile prevazute
de pct.74 din Anexa nr.1 la Ordinul MS nr.739 din 23.07.2012.

Vicedirector companie farmaceutica Victor Luca
27.12.2024 Sl wrrrienv-saael | I 7 -
Data 06 000[—/56 5[ = f ,Z, -2 ‘ﬂ'J_ Semndtura

3.C. “ENERGBANK” S.A., Bank code: ENEGMD22, IBAN: MD40EN000000222407790845, IDNO: 1002600053289,

tel - 022105750: fax: 022105752; email: info@medeferent.com, www.medeferent.com
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