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Ministry of Food and Drug Safety
Osong Health Technology Administration Complex, 187 Osongsaengmyeong2(i)-ro, Osong-eup, heungdoek-gu
cheongju-si, Chungcheongbuk-do, 363-951, Korea Tel : 82-43-719-1010, Fax : 82-43-719-1000

Certificate of DMF Registration

~ No. of Certificate : 2020-A1-0237
I Exporting (certifying) country : Republic of Korea
L Importing (requesting) country : India

The Ministry of Food and Drug Safety certifies that following drug substance has
been registered to be imported under the Pharmaceutical Affairs Act. Attached is

the registration license that has been issued to the applicant of the drug substance.

o Applicant
- Importer’s Name : Pharmapia co., Ltd

o Manufacturer
- Manufacture’s Name : Emmennar Pharma Pvt Ltd

- Manufacture’s Address : Unit-II, Plot No. 15, Jawaharlal Nehru Pharma City,
Tadi (Village), Parawada Mandal, Visakhapatnam,
District Andhra Pradesh, India.

o The Generic Name of Drug Substance : Sodium Bicarbonate

Attachment
Attached form #17 of the Regulation on Safety of Pharmacecuticals, etc. (Ordinance of the Prime Minister)

Issued date :JAN. 30, 2020 (Certificate No.2020-A1-0237)
Certified by Kim Myengho
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Director

Pharmaceutical Policy Division
Pharmaceutical Safety Bureau
Ministry of Food and Drug Safety

You can venfy the Certlflcate through VERIFICATION NO on the webpage(https //nedrug mfds go. kr/pbp/CCBSCOS/certlflcate)
or by checking the barcode with the mobile scanner App (MaSmartDetector).
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Registration No.

[ ] Manufacture [/] Import y _
Drug Substance Registration License i S
Name of Importer Pharmapia co., Ltd | Registration No. 258
Pharmapia Bldg, 12,
Applicant Address of Importer |Songi-ro 32-gil, Songpa-gu, Tel No. +82-2-425-0870
Seoul, Republic of Korea
. I\h;tfvg(fe i) Yong hee, Shin Residence No. | 560819 - %% %%«
NEorasar TR A Manufacturing Country India
Manufacturer Pvt Ltd +91-91000

Tel No. 33043

Unit-IT, Plot No. 15, Jawaharlal Nehru Pharma City, Tadi

ity M?girfisttﬁfer (Village), Parawada Mandal, Visakhapatnam, District Andhra
Pradesh, India.
Ma?ltilfr:ftuc;fer’s Mr. B. Venkata Rami Reddy
Representative (qa@emmennar.com)
Route of administration Oral
(Final Product)
Generic Name Sodium Bicarbonate
Name : : 3
Chert GBI ame Carbonic acid monosodium CAS No. 144-55-8
salt; Monosodium carbonate; )
Physical Properties White or almost white crystalline powder
Appearance
Chemical Properties Soluble in water; and insoluble in ethanol
Items
1. Data on the facilities pursuant to Article 31 (1) of the Pharmaceutical Affairs Act
2. Data demonstrating that implementation status of each product meets or exceeds Good
Manufacturing Practice for Drug Substances in Annex 1-2 of the Regulation on Safety
of Pharmaceuticals, etc.,, or a certificate of manufacture pursuant to Article 4 (1) 4 A
Data . . 2 o
Requirements |3 Data on physicochemical properties and stability

4. Data on the manufacturing methods, packaging, containers, cautions in handling, etc.

5. Data on certificate of analysis of drug substances, analytical procedures, the solvents
used, etc.

6. Drug substances for investigational use (as applicable only when deemed necessary
for quality test by the Minister of Food and Drug Safety{

Store in a well-closed container at room temperature
(1~307TC) / 30 months from the date of manufacture

Storage Condition and Shelf Life

Other Remarks General, Synthetic

I hereby certify that the drug substance is refistered or the registration is updated as above
under the provisions of Article 31-2 (2) and (3) and Article 42 (4) of the Pharmaceutical
Affairs Act and Article 16 (1) and 17 (3) of the Regulation on Safety of Pharmaceuticals, etc.
2020. 1. 13.
The Minister of Food and Drug Safety
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You can verify Certificate through VERIFICATION NO. on the webpage
or by checking the barcode with the mobile scanner App (MaSmartDetector).




