Fragrance Wet Wipes (a504) 11:12

00:00:00,480 --> 00:00:05,180 [Speaker 0] [phone ringing] FDA Information Center, Tom speaking. How can I help? 

00:00:06,640 --> 00:00:07,700 [Speaker 1] Hello, Tom. How you doing, sir? 

00:00:08,320 --> 00:00:08,800 [Speaker 0] Good. How are you? 

00:00:10,000 --> 00:00:41,160 [Speaker 1] Pretty good. Sir, I would like to bring a product, uh, from Turkey. Uh, it's, uh, it's called Fragrance Wet Wipes. It's generally used for, um, purposes of hand cleaning and, like, you know, like, uh, for restaurants and, and other, other, like, this is, uh, like hotels and leisures, right? Um, my only question to you is, if I were to bring this product, how can I get this FDA approved, and where would I-- what resources could you help me where I could, uh, apply this product? Uh, because I will be importing this product from the country of Turkey. 

00:00:43,800 --> 00:00:43,960 [Speaker 0] Um, 

00:00:44,980 --> 00:00:51,140 [Speaker 0] okay. Uh, the, uh, the, the questions I have are about the hand cream itself. Uh, um- 

00:00:51,280 --> 00:00:54,680 [Speaker 1] No, it's a hand-- uh, it's a, it's a wet wipe, sir. It's a wet wipe. 

00:00:55,900 --> 00:00:58,460 [Speaker 0] It's a, it's a wet wipe. Okay. 

00:00:58,500 --> 00:00:59,340 [Speaker 1] Yes, sir. That is correct. 

00:00:59,340 --> 00:01:04,420 [Speaker 0] Tell me more about it. Uh, tell me, tell me, uh, how you-- how it's supposed to be used and, uh- 

00:01:04,660 --> 00:01:14,140 [Speaker 1] Oh, it's used, it's used to basically... Yeah, it's just basically used to, like, uh, clean your hands essentially, right? And then to give a fragrance, fragrance essentially. 

00:01:14,140 --> 00:01:20,580 [Speaker 0]Is there any, any mention about anti- antimicrobial or germicidal or anything like that on the, on the- 

00:01:20,600 --> 00:01:22,540 [Speaker 1] Not necessarily. No. 

00:01:22,540 --> 00:01:29,800 [Speaker 0] [laughing] Necessarily isn't help. Is, is there, is there a claim that says it kills germs, or is it antibacterial- 

00:01:30,000 --> 00:01:30,240 [Speaker 1] No. 

00:01:30,240 --> 00:01:31,660 [Speaker 0] -or antimicrobial or anything like that? 

00:01:32,560 --> 00:01:32,580 [Speaker 1] No. 

00:01:32,580 --> 00:01:36,220 [Speaker 0]There's nothing on the package, nothing on the advertising that says that thing, right? 

00:01:37,520 --> 00:01:37,980 [Speaker 1] No, sir. 

00:01:38,480 --> 00:01:39,220 [Speaker 0] Okay. So- 

00:01:39,280 --> 00:01:39,980 [Speaker 1] We don't make that claim. 

00:01:40,560 --> 00:01:45,120 [Speaker 0] Great. So that's, uh, so that means you can classify it as a cos- as a cosmetic. 

00:01:46,720 --> 00:01:48,140 [Speaker 1] Mm-hmm. Cosmetics, okay. 

00:01:48,620 --> 00:02:09,259 [Speaker 0] Okay. Because, uh, cosmetics are applied to the skin, uh, for the purpose of, uh, of enhancing or cleaning the-- cleansing the, cleansing the surface. So that's where you're at. If you said antimicrobial, then wait, I'd send you to the EPA because they handle pesticides. Okay. So, uh, okay, so it's a wipe, and you want to import the wipe. Great. Okay. Um- 

00:02:09,340 --> 00:02:09,560 [Speaker 1] Mm-hmm. 

00:02:11,260 --> 00:02:15,480 [Speaker 0] Okay. Uh, obviously, a company in, in, uh, Turkey is making the wipes, right? 

00:02:16,740 --> 00:02:18,020 [Speaker 1] Yes, that is correct, sir. 

00:02:18,520 --> 00:02:22,060 [Speaker 0] Okay. Uh, the company may need... 

00:02:23,220 --> 00:02:29,740 [Speaker 0] Well, we'll probably have to register with FDA through the Modernization of Cosmetic Regulation Act. I'll send you information about that. 

00:02:30,980 --> 00:02:31,220 [Speaker 1] Mm-hmm. 

00:02:34,540 --> 00:02:34,700 [Speaker 1] So- 

00:02:34,900 --> 00:02:35,180 [Speaker 0] They- 

00:02:35,300 --> 00:02:38,560 [Speaker 1] So, direct-- con-contact the manufacturer to, to tell them to do that? 

00:02:39,160 --> 00:02:39,240 [Speaker 0] Yeah. 

00:02:39,260 --> 00:02:40,440 [Speaker 1] Uh- 

00:02:40,440 --> 00:02:58,340 [Speaker 0] I'm going to send you the information so that, uh, you can say, "Hey, do this." It's, you know, just, uh, they, they-- what they need to do is any-- they need to register, and then any products that they-- that, that ex- get exported to the United States needs to be registered as well. So if it's just the wet wipes, then it's just one thing. 

00:03:00,280 --> 00:03:00,400 [Speaker 1] Yeah. 

00:03:01,920 --> 00:03:07,480 [Speaker 0] Give me a second here. I'm also going to send you our cosmetic regulation, uh, uh, information, 

00:03:09,240 --> 00:03:10,360 [Speaker 0] just so you know what you're selling. 

00:03:12,000 --> 00:03:16,700 [Speaker 1] Yeah, no, ideally, I want to get this by the books, you know what I'm saying? Just to make sure that everything is by the books. 

00:03:17,820 --> 00:03:24,720 [Speaker 0] Okay. Uh, so, so that's it. Uh, you don't need to do anything, uh, for FDA. It's only cosmetic manufacturers. 

00:03:26,460 --> 00:03:26,740 [Speaker 1] Mm-hmm. 

00:03:27,900 --> 00:03:56,240 [Speaker 1] Yeah, in my case, yeah. Though, like, to be fair, though, uh, when, when you do mention about antimicrobial, it does kill it, but we don't advertise it, though. Like, is that-- like, the al-- because we do use alcohol, alcohol in there, so alcohol mandate. Even though we don't advertise it as that, does-- would that possibly cause-- would I, would I also have to be doing that with the EPA? Because it does technically kill it, you know what I'm saying? The product does kill germs. 

00:03:59,960 --> 00:04:01,900 [Speaker 1] Even though we don't advertise it as that, as is, 

00:04:03,940 --> 00:04:08,000 [Speaker 1] do you have to, uh, take that in consideration or no? Thank you. 

00:04:12,560 --> 00:04:13,100 [Speaker 1] Are you there, sir? 

00:04:13,740 --> 00:04:16,760 [Speaker 0] Yeah, I'm thinking. I'm just trying to figure out how- 

00:04:16,839 --> 00:04:26,760 [Speaker 1] Yeah, because, because, because, because, like, we're not-- that, that's not our, like, advertising. Like, oh, we're, we're, we're here to kill, like, it. We're not, like, advertising, but, like, it does technically do it, though. You know what I'm saying? Like, it's- 

00:04:27,000 --> 00:04:32,500 [Speaker 0] Okay. Let me ask you this. The, the alcohol that you're using, is it, uh, alcohol or is it denatured alcohol? 

00:04:33,600 --> 00:04:34,960 [Speaker 1] Uh, it's alcohol mandate. 

00:04:36,140 --> 00:04:36,420 [Speaker 0] Alcohol- 

00:04:36,880 --> 00:04:47,160 [Speaker 1] Just to give you time. Alcohol, uh, mandate, if I'm not mistaken, that's what it's called. Uh, it's, it's very flammable, essentially. It can only be carried through, uh, cargo ships or, uh, ground, ground. 

00:04:47,940 --> 00:04:54,720 [Speaker 0] Okay. I have to-- I'm just going to look it up and figure out what that stuff is. Okay. So it's-- what-- how-- it's alcohol what? Did you call it? 

00:04:56,220 --> 00:05:09,660 [Speaker 1] Uh, it is, uh, uh, one second. Uh, I'll tell you the exact... Alcohol denat, uh, denat. D-E-N-A-T. 

00:05:11,740 --> 00:05:13,380 [Speaker 0] Oh, denatured. Denatured alcohol. 

00:05:13,620 --> 00:05:15,340 [Speaker 1] Denatured. Yeah. 

00:05:15,420 --> 00:05:15,620 [Speaker 0] Okay. 

00:05:16,280 --> 00:05:16,540 [Speaker 1] Yes. 

00:05:16,580 --> 00:05:19,200 [Speaker 0] Yeah, that's okay. Denatured alcohol is okay. It's 

00:05:20,960 --> 00:05:22,900 [Speaker 0] used in perfumes and stuff like that, so. 

00:05:24,200 --> 00:05:30,640 [Speaker 1] Yeah. And then, and then, and then, and then our, our own fragrances are, are in-inside of this packaged, you know, units. 

00:05:31,160 --> 00:05:35,820 [Speaker 0] Okay. So as long as it's a solvent for the thing, it's, it's okay. Just don't make any claims that it kills germs. 

00:05:37,040 --> 00:05:39,860 [Speaker 1] Yeah, we don't make the claims. No, we don't, we don't make that claim. 

00:05:44,120 --> 00:05:44,760 [Speaker 1] No, we don't. 

00:05:46,300 --> 00:05:51,660 [Speaker 1] So in that case, uh, uh, do I have to still register this with the EPA or, or that, that's where I'm like- 

00:05:51,940 --> 00:05:59,460 [Speaker 0] No, you don't, you don't register with EPA. It's not an-- it's-- the, the al- the alcohol is serving as a co- as a solvent, not a, uh, not a germ killer.

00:06:01,552 --> 00:06:01,812 [Speaker 1] Okay. 

00:06:02,212 --> 00:06:03,872 [Speaker 0] That's an important distinction, by the way. 

00:06:04,532 --> 00:06:15,032 [Speaker 1] Okay. No, of course. Uh, that's why I'm-- that's why I had to, I had to say that, so there's no, you know, in, in advance, so, you know, there's no confusion that could possibly occur in the future. 

00:06:18,092 --> 00:06:21,632 [Speaker 0] Okay. Uh, okay. Uh, can I have your email address, please? 

00:06:23,132 --> 00:06:28,612 [Speaker 1]Uh, my email address is E-M-I-N.M-U-S-A-Y-E-B, 

00:06:29,672 --> 00:06:32,312 [Speaker 1] uh, 619@gmail.com. 

00:06:34,192 --> 00:06:38,812 [Speaker 0] Okay. I'm sorry. Uh, E-M-I-N.M-U-S-A-Y-A-B. 

00:06:40,632 --> 00:06:43,112 [Speaker 1] M-U-S-A-Y-E-V. 

00:06:43,812 --> 00:06:44,192 [Speaker 0] Y-E. 

00:06:45,772 --> 00:06:46,712 [Speaker 1] Yeah, Y-E-V. 

00:06:46,712 --> 00:06:47,392 [Speaker 0] What's after the B? 

00:06:49,272 --> 00:06:50,332 [Speaker 1] Uh, 619. 

00:06:51,192 --> 00:06:51,952 [Speaker 0] What's after the B? 

00:06:54,372 --> 00:06:58,392 [Speaker 1] Uh, E-V. Are you talking about E-V? Like, you have Y-E-V. 

00:06:58,392 --> 00:07:03,972 [Speaker 0] The last letter I have is B. The M-U-S-A-Y-E-B as in boy, and then what? 

00:07:05,812 --> 00:07:14,792 [Speaker 1] No. There-- Wait, where's the boy? I'm confused. It's E-M-I-N.M-U-S-A-Y-E-V. 

00:07:15,852 --> 00:07:19,612 [Speaker 0] Okay. What's that last letter? I'm hearing a B as in boy, but it's not. What is it? 

00:07:19,692 --> 00:07:22,012 [Speaker 1] V, V, V, Victor. Victor. Victor. 

00:07:22,012 --> 00:07:23,752 [Speaker 0] Victor. Thank you. Okay. And what's after the V? 

00:07:27,152 --> 00:07:30,172 [Speaker 1] E, uh, E, uh, like the Edward. 

00:07:31,112 --> 00:07:32,992 [Speaker 0] Okay. So E, E-V-E, yeah. 

00:07:34,852 --> 00:07:37,912 [Speaker 1] Yeah. And then, uh, and then the Y is yellow. 

00:07:39,872 --> 00:07:40,672 [Speaker 1] The color yellow. 

00:07:40,952 --> 00:07:42,052 [Speaker 0] So there's another Y there. 

00:07:44,132 --> 00:07:48,592 [Speaker 1] No, no, no, no. So I'll, I'll say it to you in names, okay? Edward, Mike, 

00:07:49,632 --> 00:07:50,132 [Speaker 1] Irene, 

00:07:51,592 --> 00:07:54,592 [Speaker 1] uh, Nick, dot, Mike, 

00:07:55,712 --> 00:07:59,792 [Speaker 1] Ulysses, Ulysses, uh, I don't know, umbrella. Actually, I'll just say umbrella. 

00:08:01,172 --> 00:08:01,872 [Speaker 1] Uh, Sam, 

00:08:03,532 --> 00:08:03,912 [Speaker 1] Adam, 

00:08:05,572 --> 00:08:06,432 [Speaker 1] uh, yellow, 

00:08:08,412 --> 00:08:08,912 [Speaker 1] Eli, 

00:08:10,552 --> 00:08:11,091 [Speaker 1] and Victor. 

00:08:14,672 --> 00:08:25,412 [Speaker 1] And I forgot to mention, between the E, uh, M and, uh, E-M-I-N, that one that I said, can you put a dot there? Uh, there's a dot. Uh, E-M-I-N dot- 

00:08:25,632 --> 00:08:32,412 [Speaker 0] Yeah, E-M-I-N.M-U-S-A-Y-E-V as in Victor. And that's it. There's no numbers after the V or anything like that? 

00:08:32,672 --> 00:08:36,212 [Speaker 1] Uh, and then 619@gmail.com. 

00:08:36,212 --> 00:08:38,172 [Speaker 0] 619@gmail.com. 

00:08:39,372 --> 00:08:39,732 [Speaker 1] Yes, sir. 

00:08:42,512 --> 00:08:42,892 [Speaker 1] Yes, sir. 

00:08:43,432 --> 00:08:52,092 [Speaker 0] Okay. So E-M-I-N.M-U-S-A-Y-E-V as in Victor 619@gmail.com. Yes? 

00:08:52,452 --> 00:08:54,532 [Speaker 1] That is correct, sir. That is correct. 

00:08:59,252 --> 00:09:06,412 [Speaker 1] Uh, and also, sir, what are the fees for these usually? Do you, do you under-- do you-- does, does this take the fees for to do such a thing? 

00:09:06,912 --> 00:09:07,052 [Speaker 0] No. 

00:09:08,612 --> 00:09:10,612 [Speaker 1] We, we don't, we don't pay any fees to the FDA? 

00:09:11,172 --> 00:09:11,472 [Speaker 0] Nope. 

00:09:12,132 --> 00:09:12,532 [Speaker 1] Okay. 

00:09:13,852 --> 00:09:15,712 [Speaker 1] Wait, I, I misheard you. Did you say no, sir? 

00:09:16,272 --> 00:09:18,252 [Speaker 0] I said no. No fee. There's all this- 

00:09:18,732 --> 00:09:19,232 [Speaker 1] Oh. 

00:09:19,232 --> 00:09:28,652 [Speaker 0] First of all, you're not doing anything except, uh, you know, uh, but, uh, but the, the, the cosmetic, the cosmetic comp-- the company has to register. That there's no fee to register either. 

00:09:30,872 --> 00:09:35,552 [Speaker 1] I see. So the company just has to register there and then that's it. Okay. 

00:09:35,592 --> 00:09:41,432 [Speaker 0] Yeah. They, they need to register the, their company, and they need to register whatever products are exported to the United States. 

00:09:42,452 --> 00:09:50,032 [Speaker 1] Yeah. Outside of the-- obviously, obviously the-- outside of the import and export fees that I would have to pay in the United States, like what, uh, what other fees would I, would, 

00:09:51,172 --> 00:09:57,152 [Speaker 1] would I possibly pay, whether it's that to the EPA or the FDA? What other, what other fees might be required? 

00:09:57,152 --> 00:10:08,252 [Speaker 0] The fees would be associated with, uh, the fees would be associated with, um, CBP, Customs and Border Protection, you know, and that's www.cbp.gov. And they, they- 

00:10:08,392 --> 00:10:08,612 [Speaker 1] Okay. 

00:10:08,612 --> 00:10:14,652 [Speaker 0] -they, uh, they may have some, uh, requirements. Also, the-- there might be, there might be some, um, tariffs 

00:10:16,252 --> 00:10:16,472 [Speaker 0] and, um- 

00:10:16,532 --> 00:10:30,272 [Speaker 1] Yeah, no, the tariffs are-- yeah, the tariffs I already considered that. Like, I, I-- we already talked with the manufacturer. The que-- the question is what-- now, now would it-- for me, it would be-- I would have to contact the CBP to confirm the-- whether I can get the product and how much- 

00:10:30,272 --> 00:10:34,252 [Speaker 0] Also, uh, you might want to check the US harmonization. Uh, 

00:10:35,312 --> 00:10:41,712 [Speaker 0] so just Google that, US harmonization, and, uh, there may be some quota issues that you may have to address. 

00:10:43,792 --> 00:10:46,972 [Speaker 1] I understand US harmonization. Thank you, sir. I appreciate it. 

00:10:47,712 --> 00:10:52,132 [Speaker 0] Okay. Uh, let's see. Um, can you check your email for FCI? 

00:10:52,172 --> 00:10:55,272 [Speaker 1] Yeah, I got it. I got it. I, I got it. Thank you so much, sir. 

00:10:55,652 --> 00:10:55,712 [Speaker 0] Okay. 

00:10:55,712 --> 00:10:57,172 [Speaker 1] Okay. So take a look at your email. 

00:10:57,172 --> 00:10:58,072 [Speaker 0] If you have any questions, okay? 

00:10:59,512 --> 00:11:01,832 [Speaker 1] Thank you, sir. I appreciate your help. It was very- 

00:11:02,812 --> 00:11:03,072 [Speaker 0] Okay. 

00:11:03,092 --> 00:11:04,252 [Speaker 1] It was a pleasure talking to you, sir. 

00:11:04,872 --> 00:11:06,572 [Speaker 0] Okay. Good luck with your business. Take care. 

00:11:07,132 --> 00:11:07,672 [Speaker 1] Thank you, sir.

