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WweuAgssaulyninun TwNaR uTiE
RAPID ALERT NOTIFICATION OF A DEFECTIVE MEDICINAL PRODUCT

pnasanngy - Wenuhdslaeyiuf (IMPORTANT - DELIVER IMMEDIATELY)

vauaTuTuussveslyw (Class of Defect): 2

1. Teudning (Product name:
531}‘3"&3@ VNBRTILUY

2. eillauniav? (Drug Registration number):
SEURILBNATTUUY

a o

3. dwiuldiy (For use in) sl (HUMANS)

4. Foandiy (Generic name):

5. Uiy (Dosage form):

Ranitidine HCl yudlauaze e
6. ALY (Strength): 7. vehwiariu (Batch/lot number):
VNATIHLSS YNTUNISHER

8. Yu¥inbs [Date manufactured):

9. fufienFuang (Expiry date)

10, gUuuuuTIYiT (Pack size): MNTUIAUTTY

11. gwEn (Manufacturer): SeURTLENETTUUY
duvume (Distributor): -

Fofffnsia (Contact person): -

Inséwy (Telephone): -

nsans (Fax): -

Biad (E-mail): -

12. eaviBunveslyvnfiny / suvmnisfunfiugnfiu (Detalls of defect / Reason for recall)

wWolumaihss Yamsduieu N-nitrosodimethylamine (NDMA) Tuinduiedifost Ranitidine Andnan 1) SMS Lifesciences
India Limited 2) Saraca Laboratories Ltd. ua¥ 3) Orchev Pharma PVT. LTD. Tspunsiumsuafinyaasuuamuaisuudioy
NDMA fudunust Acceptance Daily Intake (ADI) 0.32 ppm

13 %’azgamsﬂssmamLaa::msa“%a@ﬂ {Information on distribution including exports):
Tsaneuna edln uashuren

14, msandunisvashiniusaznssunTatyisuase (Action taken by Thai FDA, the competent Authority of Thailand):
1) wdsmbpauiifgwssinsufsmsudalonfiuofurewdniug Ranitidine aufidmussnviowain
2) wisWifuoygendevehvisdwndunlungenandnsiifiertes enuensSusnfiuefunndoman

o e & & & om . o P = % {oad EY
15 ﬂ}i@'ﬁuu@qilwawﬂuﬁaiﬁ {?rcposed action). m@@"ﬁl}ﬁaﬂ??%igﬂiaﬂijs}jﬁﬁ%a%%ﬁﬁ@i{%?@%iﬂﬁ?%@ﬁ

16. wgvufinenvilsde (ssuing Authority):
g’&ﬁﬂ?i%ﬂ%%ﬂi?ﬁﬂ??@?‘ﬁ?? Hazen

- &

17. Bafffinre (Contact person): willnnsal Saudia
Tvsdwyi (Telephone): 0 2590 74055
Blud (E-mail): QA@fda.moph.go.th
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The list of recalled products of Ranitidine

Murketing Authorization holder

No. Brand/Trade name Registration no.
Manufacturer Importer
1 ZANTIDON (300 MG TABLET) 1A 324733 Siam Bheasach Co., Ltd.
2 IZANTIDON (150 MG TABLET) 1A 6730 123 Soi Chokechairuammitr and
9 Sot Chokechairuammitr 3,
VYibhavadi-Rangsit Rd.,
Chatuchak, Bangkok 10900,
Thaitand
3 RANIT-VC MNIECTION 1A 180/34 Vescoe Pharmaceutical Company
Limited
2142 Sof Chalermsook,
Phaholyothin Rd., Chan Kasem,
Chatuchak, Bangkok 10900, ,
Thatland
4 RATIC INJECTION 1A 117440 Atlantic Laboratories
3 RATIC 1A 793/29 Corporation Lid.
111 Moo 7, Bang Phli Nei,
Bang Bo, Samut Prakan 10560,
Thailand
& RAMIDINE INJECTION 1A 135436 Biolab Co., Ltd.
7 |RANIDINE TABLETS (300 MG.) 14 158353 625 Sot 7A Bangpoe Industrial
8 BOOTS RANITIDINE 300 MG 1A 1843 Estate, Sukhumvit Rd., Moo 4,
9 IRANIDINE TABLETS (150 MG) 1A 2427 Praksa. Muang, Samutprakarm
10 |ULCIN INJECTION 1A 3638|0280, Thailand
it ULCIN 1A 378/37
12 BOOTS RANITIDINE 150 MG 1A 931442
i3 RANTAC 130 1A 106743 Medicine Products Company
Limited
77711 Phetkasem Rd., Moo 4,
‘Tha Thum Nak, Nakhon Chai 81,
Nakhon Pathom 73120,
Thailand
14 RANID TABLET 1A 1196743 T, Man Pharman Company
Limited
69 Soi Bangkhunthian 14,
Samaedum, Bangkhunthian,
Bangkok 10150, Thailand
N ACICARE INJECTION 1C 20051 Unique Pharmaceutical GIS Pharma Lid,, Part.
16 RANTALC - 150 14146 Laboratories 1350/714 1st Floor, Thai Rong
17 ACICARE 150 1C 9431 Republic of India Tower, Pattanakarm Rd.,
Bangkok 10230, Thatland
18 HISTAC 1C 49/60 Sun Pharmaceutical Industries  {Ranbaxy {Thailaed) Co., Lid.

Limited,
Republic of Tndia

No. 475 Siripinye Building, 8
Floor, Srt Ayutthaya Road,
Phayathai Road, Rachathewi,
Bangkok 10400, Thailand

RATICA INJECTION 1A 34/39 L..B.S. Laboratory Limited
Partnership

602 Sai Panichanant,
Sukhumvit 71 Rd,, Khlong Tan

Nuea, Wattana, Bangkok

1010, Thailand
RANIN-23 INJECTION {A 637/30 Umeda Co., Lad.
26/18-21 Soi Yuyen, Ram-Indra
Rd., Moo 9, Taraeng, Bang
Khen,
Bangkok 10230, Thatland
21 ACILOC (INJECTION) 1C 68/44 Cadila Pharmaceuticals Limited [Pharmaland (1982) Co., Lid.
22 ACILOC (TABLETS} 1C 90439 Republic of India Pharmaland Building, 56 Soi
ACILOC 3060 1C 91739 Supapong 1, Srinakarin Rd,,
Nongboermn, Pravej, Bangkek
10250, Thailand
XANIDINE 1A 6733 Berlin Pharmaceutical Industry

Cu., Lid.

222 Romklao Rd,,
Kiongsampravet, Latkrabang,
Bangkok 10520, Thailand
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