CEPTU®IKAT CEPII

AHTURNY® KIAC

HomMmep Kofly npoayKTy: 2949K

Cuna fii / akTUBHICTDb:
AueTamiHodbeH — 160 Mr/ naket
AcxopbiHoRa kucnota — 50 Mr/ naket
XnopdpeHipamiHy maneart — 1 mr/ naket

KpaiHa supotHuk: CLUA

KpaiHa iMnoptep: YkpaiHa

< opMa A03YBAHHA: NOPOLUOK ONA OpansHONo Po34uHY PeecTpauiiHe noceinueHHn NeUA/BI74/01/01
Po3Mip | TMN ynakoBKW: B nakeTax Ned fara eupoSHuyrea: 10.2023
Cepin No: 371278 Tepmii npuaatHocTi: 10.2026

KoHtpakr dapmakan KopnopeiileH

OpuauyHa appeca Ta penis: 135 Agamc aseio, Xonor, Hulo-Hopk, 11788, CLUA
Homep B yHiBepcanbHii cucTeml HyMmepauli AaHu: 057795122

Anpeca supoSHuYoi ainbHULi: 160 Kommepc [lpaiie, Xonor, Helo-Mopk 11788, CLUA
Homep niueHsii 8 yHIBepcanbHii cucTeMi HyMepauli AaHWX: 968334974

Pe3ynbTaTH aHanisis aoaaThcA B cepTUdikaTi aHaniay.

KomeHTapl:

A im canpmm CTBEpIKYIO, LD BULLe3a3HaqeHa iHdopmMauia aocToripHa i To4Ha. [laHa cepia npogykuii BMpobneHa, BKIMIOHAMK
YNaKOBKY Ta KOHTPONb SKOCTi H3 BULLe3a3HaveHii OinbHULi B NoBHIA BignoeigHocTi 3 BuMoramm GMP micuesux PerynatopHux
opraHie i y BignoeigHocTi go cneumdixauii PeectpadiiiHoro gocke B KpaiHi imnopTepi. MNpoTokonu sBupobHUUTBa cepii, yNakosku i
KOHTPOIIo AKOCTI NepernsHyTi i Bignoeigawm eumoraM GMP.

VnoBHOBAaXKCHA 33 BATYCK cepil ocolia

Iv’a:  Thomas Jacob

Tlocana / obor’a3kn | QA Menedacep 3 KOHMPON, . i
TTijmC: nidnuc e MERTI0 5o
Jlara: 13.11.2023 » : 7,




L

IEPXKABHA CIYKBA 3 JIKAPCBKHX 3ACOKIB
TA KOHTPOJIO 3A HAPKOTAKAMM y m. KHEBI

npos. Hazii Ceirasumof, 3, 02099, ven. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog EAPTIOY 37079035

BHCHOBOK
npo AKiCTH BBe3¢HOro B YKpainy JiKapcbKoro 3aco0y

01.02.2024 ' Ne 4397/24/26

AHTHADJIAY® KIJNC

_ (HaliMeHyBARHA JiKapchxoro 3ac00y 2riiH0 3 peecTpaniifHiM NOCBIAYeHHNM)
IOPOmOK A9 OPATLEOrO Po3wuHy; oo 12 r mopowmky y makeri 3 manepy, JaMinoBanoro
amoMinicBo0 GoaLrol0 Ta NOTETHICHOM; TI0 S naKkeTis B KapToRHiH Kopobui

($opma BEDyCKY, NO3YBAHNS, BUI NAXyBAHAN NKapcokoro 3ac06y)

Homep peectpaiinoro necaizzerms UA/8974/01/01 crpox mif peectpaifinoro nocsiasenns HeoDMeKCHHH

Cepia nixapcbkoro 3acofy Ne 371278 KineKicTh BBE3HOTO Jikaperkoro sacoby 49680
BHpoGHHK Kontpaxt Papmaxan Koprnopetims, CHIA
(naliMeHYBARBS BAPOGHAKA JHKaPCLKOTO 38C00Y, KPAIHA-TIOXOLAKEHHN)
Beesero B YkpaiHy Torapucrso 3 00Mexenow BimnosixamuicTio "Bajicp”, inenr. xon:
229117%4

(aitMenyBanHs T= Kon 38 EAPTIOY ropumrenol ocoGH 260 npisBume, iM'e, 00 Garswoni disuAot
ocoBu - niampHens, ii Micue NPOXMBANKY T8 peccTpanitmmit Homep OBNikoBOT KAPTRN LIATHAKR
nogaTkie 860 cepii Ta HOMeD NACHOPTa)

Iporokon Bizyamsaore konrpomo Bix 01.02.2024 M 359/1.

38 pelyALTATAMA [JEPKABHOrO KOHTPONK) . BCTAHOBICHO, WO JKAPCHKHI saci6 BeeseHo B Ykpaldy 3
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Cepmudbikam ananisy

HasBa npenapary: AHTU®NY® KIOC ]
Po3MIp NaKyBaHHA: no 5 nakeTiB B kopobuji :z‘?ﬂ:pz‘;‘y?' 2949K
TvN YNaKkoBKH: nakeTt Te “i':l o ':1 2 SO 371278
[lata BUpoGHUUTBA: | 10/2023 i npbxi Cpr ‘fm o - 10/2026
Homep noauuii: 1600482 b I_;.,“ A 63 576 ynakoeku
KnieHT: Bayer Consumer Care II:; aitia |L|\':m opTep: YrpaiHa
dopma 103yBaHHA: PO34YMHHUWIA NOPOLLIOK w3 & ; UA/8974/01/1
Mpotokon Ne: 11235005 Peccrpauiiie Ceinoureo:
TecT Cneuwndikaulia Pe3ynbTar
Binwii abo maiixke BinWil cuNy4Wil NOpoLLOK, Lo
Onunc MICTUTBL KpWCTanivyHi YacTUHKA 3 Nerkum Bignoeigae
MANWHOBHMM APOMAaTOM
PosuuHicTs lNoBHe pos4MHeHHs NopolKY He Ginblue 1 29 ¢
XBUMWHKA
BigxuneHHs B maci 18 2 20 nakeTiB He NOBMHHO
BiaxuneHHA Bif cepegHbLOT MACH nepeByllyBaTi £5%. Ta He OaWH NOpOLIOK He Bignoeigae
NOBUHEH MaTK BigxuneHHs, binbwe * 10%.
CepeAHA Maca BMICTY NaKeTa 3annanoBaHo: 12,0r|  flimim: 11 is;‘g 61 121r
Meton
ayemaminogen Yac yTpuMMaHHA OCHOBHOIO MiKa aKTUBHOT Bignosigae
— pPe4OBHMHW Ha XpOMAaTOIPaMi
|aeHTUdIKaLIA xnopﬁ;e;j;u: :,M'Hy TM-014 BuUNpoOyBaHoro posvvHy BignoeBigae Bignosigae
) Yacy YTPUMAaHHA NiKa HA XpomMaTtorpami ; .
ackopbiHoga Kucnoma CTAHAAPTHOO PO3HUHY Bignoeigae
Yac yTprMaHHa OCHOBHOIO Mika Ha
XpoMaTorpami BUNpobyBaHoro posqnHy N/A
liGsidbiicaLi FD&C vepeori #40 BiANOBIZAE Yacy YTPUMAaHHS Nika Ha
Hﬁ ik ';L TM-014 | xpomarorpami CTAHAAPTHOIS PO3HUHY.
apBHUKIB -
_ MakcumMymM Ha cnekTpi BUNpobyBaHoro
Tumaty diokcud pPO34MHY BiONOBigae MakcUMyMy Ha N/A
CNeKTpi CTaHAAPTHOIC PO3vUHY.
pH TM-014 2,5-4,0 3,0
e ; xnoppeHipainy | ackopbinoea
OfHOPIAHICTL JO3yBaHHA MOt | ;| [IPAATIHE SHBREHITHG | gy auomatHobe | waneam Kucroma
inbwe 15 10 11 4
. . . .| 95%-105% 97 %
auemamiropen Pigens: | 160 Mr| fisim: 152 - 168 mr 155 mr
KinbkKicHe XnopdeHipanmity 5 ; s .. | 95%-1058 % 97 %
BH3HAYeHHA Maneam TM014 | Pleens| Tmr | JMim | g g5 _ 4 05 mr 0,97 Mr
ackopbinoea xucioma Pigers: | S0 mr | flimim: 95% - 135 % 129%
) | 475 -67.5Mmr 62,0 mr
JoMiluKkn n-amisogheron TM-014 He Ginbwe 0,1 % He BuaBneHo
QacaI0hA LK) He 6inbw Bignoeigae
aepotiux Gakmepil T Anosia
MikpoOionoriMHa | 3azanuha kinekicms | USP<61 e ———JL -,;\
YMCTOTA Apiudwosux ma > He 10?II(%QIr ANAN Bignoeigae
nricHAGUX 2pubie EPEPTECT AN
Escherichia Coli &Bﬁy‘ﬂﬁé’i’b‘ \1 Lo \? \\ Bip‘nogi'qae
i - ~ L L) 'l U‘ 1
** BunpobyBaHHsA npoBogaTe gna KoxHoi 10-1 cepil. H :»{ L1 F ~ rl m
Pofo4e nocunaHHA: Vol.fctopinka QC-DP-2023-0119/27; QC-DP- 202&&\1 #/48; Mmmmm#mmsyﬁ“' ara: 13/11/2023
1 TUM caMuMm CTBepIKYID, WO BULLEe3asHaqeHa iHdopMaulia ao i i TOYHa J;J,a pe 8 NpoAyKLiT BUpobNeHa, BKMKHAKHX
YNaKOBKY Ta KOHTPOIb SKOCTi H2 BULLE3a3HAYEHIA OinsHWLI B noBk OB o i 3ByMoramm GMP wicuermnx PerynﬂTopHux opraHla i

¥ BignosigHocTi o cneundikauii PeecTpauiilHoro Aocke B KpaiHi iM ﬁ*"‘lmxﬂuﬂ Bmpoﬁl-mu,TBa cepii, YNaKoBKW | KOHTPOMIO AKOCTI
nepernaHyTi i BignosigaioTs Bumoram GMP. Yci BigxuneHHs, nos'asaHi 3 gaAGro cepielo gocnigxeHi Ta BigobpakeHi B npoTokoni
BUpoBHMUTBA.

MNepesipeHo: Teresa Flores SatBepgxeHo:  Laura Vargas
Hara: 13/11/2023 Oara: 13/11/2023




HEPKABHA CHYIKBA 3 JIKAPCHBKUX 3ACOLIB
TA KOHTPOJIO 3A HAPKOTUKAMH y m. KHEBI
npor. Haaii Ceitsanot, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €UPIIOY 37079055

BUCHOBOK
Npo AKicTL BBE3EN0ro 8 Yrpainy Jikapcbroro sacody

10.12.2024 No 66204/24/26

AHTH@JIY® KIAC
(naitMerrynanus HRapenkoro 3acofy 35iro 3 pecetpandHinum ITOCRULHCHITAM )
MOPOINOK A3l OPATLHONe po3unny; no 12 r nopomKy y paKeri 3 nagepy, JaMiHoBaoro
AMOMIHIEBOIO ONBI0I0 TA NOJICTHICHOM; 110 5 naxeTis B KapTONHIi Kopohiti
(hopma BIITYCKY, JLOZYBaHNs ] I TURY BAHIA ATKAPCHKOTO 3acoly)

Homep peecTpaLiiinoro nockinvein UA/8974/01/01 crpok aii pecerpauiiinoro nocsineniv HeoOMemeH i

v

Cepis nikapebkoro sacofy Ne 493678 KinbKicTh BRE3CHOrO Nikapcskoro sacofy 64728

BupoGHuk Korrpaxt ®apmaxan Kopriopen, CLUA
(HaimenyBaHis BUPOGIHKKA JHKAPCLKOTO 3ac00y, KpaiHa HOXOAACHIH)
Beeseno » Yrpaiiy ToBapHeTBO 3 0GMEKCHOIO BIANOBIAAILHICTIO "Baficp", inenr. kon:
22911794 - i :

(naiimenyBats ra koa 3a CAPTIOY JOPHIHLIOT 0c00H aGo Npi3BrILg, iM's, 1o Garskoni Pizdu ol
0COBH - BIANPHOMIBL T MICHE IPOXHBANHY T8 peecTPaitiiinmi HoMep oOAIKGEOT KapTkH TLITHI IR
noaaricin 460 CePis T HOMUD HACHOPTa)

TIPOTOKOJ Bi3YAILHOTO KOHTPOJIIO Bil 10.12.2024 N0 4214/1.
3a péaynmammn JIEpHaBHOro KOHTPOMIO  BCTAHOBASHO, 11O nikapcbkuii saci6 Beeseno 5 Yupainy 3

AOTPHUMAHHSM BHMOT 3K0H0AABCTEY WOLO sabe3ncuenis skocTi Nikapebkux 3acobis. |

g
74 \ .
HauaibiuK / { Mikona XOIOJIFEHKO
(nocasona $eob: >>prm;;)»1;c|)>;czi1§1zor(‘j,;rgof“1791:10) (uisanuc) (i T npiamane)
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Cepmudgbikam aHaniay

Hasga npenapary: AHTUONY® KIAC R
. . . . Koa npoaykty:
Po3mip nakyBaHHs: no 5 naketis B KOPOOBLIi 2949K
. Homep cepil: .
Tyn ynakoBku: naxket TepMiH NpUAaTHOCTI: 493678
Oata BupobHuuTea: 07/2024 KijfbKichp osaoneH'a o 07/2027
Homep nosuuii: 1600482 (IcTh, A A 64 728 ynaxosku
: peanisauil: N
KnienT: Bayer Consumer Care P — Yxpaina
dopma f03yBAHHA: PO3YUHHWIA MOPCLLOK Pp i P Cp'i - UA/8374/01/01
Mporokon Ne: 11245005 eecTRalinG MEROWIRD: N
TecTt Crneundikauin PesynbTar
Binunin abo mamxke Ginuid cunyunid NopoLLIOK, Lo
Onuc MICTUTb KpUCTanNiYHi YACTUHKN 3 NEerkum Bignosisae
ManuHOBUM apoMaTom o
. — MoBHE PO3YUHEHHS NOPOLLKY He BinbLie 1 17 ¢
XBUNWHU
BinxunexHs 8 maci 18 3 20 nakeTis He NOBUHHO
BiaxuneHHs Bif cepefHbLOT Macu nepeBullyBath £5%. Ta He O[UH NOPOLLOK He Bignosinae
NOBUHEH MaTu BiAxMNeHHs, Ginblie + 10%.
0,
CepepnHst Maca BMIiCTy nakeTta 3annawoBaHo: 12,0 r|  Jlimim: 11 ji/; 61 12.17¢
P e g
auemanminocen Yac yTpyMaHHs OCHOBHOTO Mika akTUBHOT Bignosinae
SropeHDaNTY PEYOBUHU Ha XpoMaTorpami
laenTudikauin Manegm TM-014 | BUNPOBYBAHOMO PO3UUHY BiANOBILAE Bianosinae
) Yacy yTpUMaHHs nika Ha xpoMaTtorpami - - )
aCKOp6IHOBa Kucnoma cTaH,qapTHoro pOENMHy BIQ[IOBI[laC

Hac yTpyMaHHa OCHOBHOIO nika Ha
XpomaTorpami BunpoByBarHoro po3UuHy
FD&C uepsoHull #40 BiANOBIfAE Yacy yTpuMaHHs nika Ha
TM-014 | XpOMaTOrpamMi CTaHAapTHOro PO3UKHY.

He 3acTocoByeThCs
laeHTudikadin

6apBHUKIB®* :
Makcumym Ha cnekTpi BunpobyeaHoro

TumaHy diokcud pPO3UnHY Binnosigae MakcuMymy Ha He 3acTocoByeThCa
CMNEKTPi CTaHAAPTHOrO PO3UUHY.
pH TM-014 2,5-40 3,0 o )
. ’ XnopeheHipamiHy | Ackopbinoea
. . 3 5 auemaminogheH )
OaHopiaHicTL Ao3yBaHHA TM014 | flimim; | TTPWAHATHG SHBUBHHA He | 4y, | B4 b marneam KucHoma
Ginbwe 15
6 6 8
; . o 95% - 105 % 96 %
auemamiHoheH Pigerb: | 160 Mmr| flimim:
4 ® - 152 - 168 Mr 154 i
. — - - i o o . o, 79
KinbkicH xropeeHipamiHy T™M-014 | Pisems:| 1 mr | fivim: 95% - 105 % 97 %
BU3HAUYEHHA maneam 0,95-1,05mr 0,97 mr
‘ ackopbirosa kucrioma Pigenb: | 50 Mr Jlisim: 95% - 135 % 123%
o i 1475 -67.5mr 61,5 Mr
Homitku n-amiHogheHon TM-014 He Ginbwe 0,1 % Hukde niMiTy BUSIBNIEHHSA
3azaneHa KinbKicms : 3 A .
aepobiux Bakmepil He 6Binbiue 103 KYO/r Binnosinae ]
MikpobionorisHa | 3azanbha kinbkicme | USP<61
uucToTa Opixdxoaux ma > He 6inbiue 102 KYO/r Bianosinae
nrichagux epubie
Escherichia Coli BincytHicte 8 11 e _’Biunoaigae )
“* BunpobysaHHa NposoAaTL Ans koxHoi 10~ cepil.
Poboye nocunaHHs: Vol./ctopitka QC-2024-0311/49; QC-2024-0385/12; MiguotecTysarts # RM25804 Harta: 05/11/2024

A TUM caMUM CTBEPIXYIO, WO BULLIE3a3HaqeHa iHhopMallis A40CTOBIpHa | TouHa. [laHa cepia npoaykuil BupoBneHa, Bkiouayu
YNaKoBKY Ta KOHTPOMb AKOCTI HA BULLIE3a3HAYeHIN AiNkHULI B NOBHIN BiAnoBiAHOCTI 3 BUMoramu GMP micuesux Perynstophnx opraHis i
y BignosiaHocTi Ao cneludikauii PeecTpalliiHoro f0ckE B kpaiti iMnopTepi. Mpokonu BUpoBHULITBa CEpil, YNaKoBKU | KOHTPOIKO SKOCTI
nepernaHyTi | BigNusiAalTs BuMoram GMP. Yci sinxuneHHs, Nos'a3aHi 3 AaHoK cepieto Jocnifxeti Ta Bi/106paxEH B NPOTOKONI
BUpobHUUTBA.

MepesipeHo: Teresa Flores ' 3ateeppxero:  Richard Lee
[ara: 05/11/2024 Hara: 05/11/2024




CEPTU®DIKAT CEPII

AHTUGNY® KIAC

Howmep koay npoaykty: 2949K

Cuna nil / akKTUBHICTb:
AusTamiHodet — 160 mr/ nakeT
AckopbiHosa kucnoTa -~ 50 mr/ naket
XnopdeHipaminy Maneat — 1 Mrf naker

Kpaina Bupo6Huk: CLUA

Kpaina imnoprep: YkpaiHva

Dopma A0IYBAHHA: NOPGCLIOK [ANA OParibHOro po3dnHy PeecTpauinke noceiguerHa NeUA/§874/01/01
Po3amip i Tun ynakoBku: B narkertax Neb Nara BupobHuyTea: 07.2024
Cepia Ne: 493678 Tepmin npupatHocTi: 07 2027

KoHTpakT ®apmakan KopnopeileH

HOpuauuHa agpeca Ta penis: 135 Agamc aseHio, Xonor, Heto-Aopk, 11788, CLIA
Homep 8 yHiBepcanbHi cuctemi Hymepauii aakux: 057795122

Anpeca BUPoGHUYGT AinkHUuUi: 160 Kommepc [ipaits, Xonor, Helo-Aopk 11788, CLIA
Homep niueHsii B yHiBepcaneHin cucreMi HyMmepauil ganux: 968334974

Pesynwraru aHanisis goAarwTucs B ceprudikarti aHanisy.

KomeHTapi: ‘ _

£ TUM camMuM CTBEPLXY!O, LLO BULLe3asHadeHa iHhopMauis ocTosipHa | TovHa, flaHa cepis npoaykuil supobnena, sroHanyn
yNakoBKy Ta KOHTPOIb AKOCTI Ha BuiLeaasHaveHid AinbHWL B NOBHIA BIANOBIAHOCTI 3 BAMOramu GMP MicueBux PerynatopHux
opraHis i y BifnoBiAHoOCTI 4o cneundikalii Peectpalliiinoro 4ocke B kpaii iMnopTepl. MpoTokonu BUpoEHULTBA Cepil, yNAKOBKY |
KOHTPOMIO AKOCTI NepernaxyTi | BianosinatloTs Bumoram GMP.

Yiosnonakena 3a BHIYCK cepil ocoba

In's: Thomas Jacob

: i

!
Tocaga / 060’3k : OA Menedncep 3 konmpoio dokyvenmayii I
TTime: wionue i i e ]1

Harar 05.11.2024




Certificate of Anal;sis

Product Name
Package Size:
Package Type:

+ Antiflu Kids Pouches

5 pouches per box
Pouch

Product code:
Lot No. @
Expiry Date;

556K
493678
Jul-27

Date Mid : Jul24 Quantity Released : 64,728 packs .

item Number: 1600482 Importing Country : Ukrane ;
Customer : Bayer Consumer Care Marketing 3
Dosage Form : Soluble Powder Authovization Number @ UA/ROTI01/0] i
Report No.: 11245005 B .

.z Test | Specification 1
Description White 10 oft-white, free-flowing powde L‘hdi‘)’ncludcs cry!ﬂ:xihﬁéz‘ particles Ciixnf'()x;r)s T
of rasplerty
Solubility Full tissolution of posder NMT [ min 17 Seconds

Average Pounch Weight

Contert of 18 from 20 pouch must nat deviate by more they

and ns pouch deviates

Ly more than 210%

Conforms

Average Iil) Weight

Target: 12.0 g
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CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE
ANTIFLU®KIDS Product Code number: 2949K

Strength / Potency: Manufacturer country: USA

Acetaminophen — 160 mg/pouch
Ascorbic Acid - S0mg /pouch Tmporting country: Ukraine
Chlorpheniramine Maleate — Tmg /pouch

Dosage form: powder for oral solution Marketing authorization number: VABOTLO10]
Package size and type: pouches No. § Date of manufacturing: Jul-24
Batch number: 493678 Fxpiry date: Jui-27

Contract Pharmacal Corporation
Legal address and release: 135 Adams Avenue, Hauppauge, NY 11788, USA
Data Universal Numbering System Number: 057795122

Address of manufacturing: 160 Commerce Drive, Hauppauge NY 11788, USA
Data Universal Numbering System Number: 968334974

Results of analysis are provided in the attached Certificate of Analysis.

Comments:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, includiog
packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Registration Dossier or Marketing Authorization of the
manufacturer country or importing country, if product was imported. or product specification file for investigational
Medicinal Products. The bateh processing, packaging and analysis records were reviewed and found w be incomplianee vl

(5P,

Authorization of Batcl Release

Name:

Position/title:

Signature:

Date:

i

i

Page? of 2



NEPKABHA CJIYXBA 3 JIKAPCLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitanunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €APTIOY 37079055

BUCHOBOK
Nnpo sIKicTh BBE3eHOTo B Y Kpainy AikapebKroro 3acody

03.01.2025 Ne 86/25/26

AHTUOJIY® KIAC
(HaimenyBanis NikapeeKore 3acoby 3rijHo 3 peccTpauifiiim MOCBLAMCHHAM)
NOPOUIOK VTSI 0PAJILHOT0 PO3THHY; 110 12 r nopowKy y AaKeTi 3 nanepy, JIAMIOBANOTO
AMIOMIHIEBO0IO OJILIOI0 TA JOJICTH/ICHOM; N0 5 naKeTiB B KAPTOHHI Kopolui
" (dopMa BHTIYCKY, A03YBaHIIL. BUL FAKY BT HiKAPCHKOrO 3ac06y)

Homep peecTpauiitHoro nocsinueHs UA/8974/01/01 crpok ail peectpatlifiioro nocsinterna HeoOMexeHH

Cepisa nikapeskoro 3acody Ne 493679 KinbkicTb Bse3eHoro aikapeskoro sacody 35640
BrpoBuuk Kourtpaxt ®apmakan Kopriopeiui, CIUA
(LafiMeny A BUPOTHUKA JKAPCLKOTO 3200y, KpATHA NOXOIKEHIIS)
Bsesero B Ykpaiiy TopapHcTBO 3 00MEIKCHOI0 sinnosinanasuicTio "Haiiep”, inen. xou:
22911794

(naifvelyBanus Ta Kol 3d CAPMOY 1opuantuoi ocobu abo npissuiLe, iv'st, 1o GarbroBi
hisnunoi ocobu - nianpremust. i Miclie IpoKHBANIIA T3 PeccTpaLiiini somep obnikosol
KapTK aaTimka noaaTkis ago cepia Ta HOMEP nacnoptTa)

TpoTOKOS Bi3yaNbHOTO KOHTPOJIO Bil 03.01.2025 N 4533/1.

3a  pesynbTATAMH JIEPKABHONO  KOHTPOIIO gcrationicio, w0 fikapeskuii  3acib  pBeseno B VkpafHy 3
s

/

NOTPHMAHHSM BUMOL 32KOHOAABCTBA HOAO saBe3neuenis AKOCTi Aikapenkux 3acobis.
125 e gy . / P
18 o

: /7
i ( v v Muxona XOJIOIEHKO
PONO) ) (ninnuc) (ininiam Ta npizniane)
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Cepmucdbikam aHanisy

Hasga npenaparty: AHTU®NY® KIAC .
Po3Mip nakyBaHHA: no 5 naxeTie B kopobLi E‘;‘:ﬂ:p%‘:y?:y' 2949K
Tun ynakoBku: naket Te Mi': i pu .amocﬁ' 493679
HaTa supobHULTBA: 09/2024 Kir’l)bKich:p ,L‘f(l):!BOJ’IEH.a o 09/2027
Homep nosuuii: 1600482 bl 64 512 ynakoBsku
KrieHT: peanisauii: @
THEHT: Bayer Consumer Care Koaina i . YkpaiHa
. B paiHa imnopTep:
dopma A03yBaHHS!: PO3YUHHUIA MOPOLLOK PeecTpaLliiiHe CBIAOLTBO: UA/8974/01/01
MpoTtokon Ne: 11248011 pau AOLTBO:
Tect Cneuudikauisn Pesynbrat
Binun abo Maike Ginuit cuny4unid NOPOLLIOK, WO
Onuc MICTUTb KpUCTaNIYHI YaCTUHKK 3 NETKUM Bignosigae
ManuHoOBUM apoMaToM
R — MoBHe Po3duHeHHs NOPOLLKY He Binbiue 1 23 ¢
XBUNUHK
BipxunenHs B maci 18 3 20 nakeTis He NOBUHHO
BiaxuneHHs Big cepeAHbOI Macy nepesuulysatu £5%. Ta He 0fuH NopowoK He Bignosigae
AOBUHEH MaTW BigxuneHHs, 6inswe * 10%.
0,
CepefHA Maca BMICTy nakeTta 3annaHosaHo: 12,0} Jlimim: 11 2?12 61 12,0r
Metog
ayemamiHocbeH Uac yTpuMakHsi OCHOBHOTO Mika aKTUBHOT Bignosigae
—— pey4oBUHU Ha XpomaTorpami
lneHTudikauis meﬂ”qgi';f:’w”y TM-014 BUNpOGYBaHOro Po3yuHY Bianosiaae Bianosinae
) yacy yTpUMaHHsi nika Ha xpomarorpami - X
ackop6iHosa Kucroma CTaHAAPTHOTO PO3YUHY Bignosigae

Yac yTpUMaHHs OCHOBHOIO Nika Ha
XxpomaTorpami BunpoBysaHoro po3uuHy
FD&C uepeoHutl #40 BiAMoBigae vacy yTpumarHs nika Ha
TM-014 | XpomaTorpami CTaHAapTHOTO PO34UHY.

He 3acTocoByeTbCH
laeHTudikauin

6apBHUKiB** ;
Makcumym Ha cnekTpi Bunpo6yBaHoro

Tumaty diokcud pO3uMHY BIANOBIAAE MaKCUMyMy Ha He 3acTOCOBYETHCA
CNeKTPi CTaHAAPTHOIO PO3YUHY.
pH T™-014 2,5-40 3,2
. . xriopeheHipaminy | ackopbiHosa
OpHopiAHICTL AO3YBaHHA TM-014 | Jlimim: FIpARHETHE SHEHSRIA HE AV semantogen Marieam Kucnoma
Ginsuwe 15 8 8 2
. : . .| 95% -105 % 100 %
ayemamiHogbeH Pigenb: | 160 mr| Jlimim: 152 - 168 Mr 160 mr
KinbkicHe xnopepeHipamitly o .| 95%-105% 96 %
BU3HAYeHHA Mmaneam TNEDT4 | Riegues| | MP | i 0,95 - 1,05 mr 0,96 mr
. ; . 1 95% - 135 % 129 %
ackopbiHosa kucnoma Pigexb:| 50 Mmr | Jlimim: 47,5 - 67,5 Mr 64.5 mr
Domiwku n-aminogheHon TM-014 He 6inbwe 0,1 % Huxkye niMiTy BUSIBIEHHS
3azansHa KinbKicms . 3 . .
aepobHuX Gakmepidl He Ginble 102 KYOIr Binnosinae
Mikpo®BionoriuHa | 3azansHa Kinbkicmb | USP<61
yucroTa Opixdxosux ma > He 6inbiue 102 KYO/r Bignoeigae
fricHABUX 2pubig
Escherichia Coli BigcyTHicTb 8 1 1 Bignosigae

** BunpoByBaHHA NpoBoAsTL ANA KoxHoi 10-1 cepil.

Po6oye nocunaHHs: Vol./ctopitka QC-2024-0311/80; QC-2024-0385/19; QC-2024-0381/78; MikporecTyBaHts # RM26009 00S-O0T-2024-0085
[ata: 25/11/2024

S TUM CamuUM CTBEPIXYIO, WO BULLe3asHaveHa iHdbopmaLis nocToBipHa | TouHa, [lana cepist npoayKuii BupobreHa, BKntoYatoyu
YNaKoBKY Ta KOHTPOMb AKOCTI Ha BULLle3a3HaqeHiin AinbHUL B NOBHIN gignosigHocTi 3 sBuMoramy GMP micuesux PerynsiTopHux opraHis i
y BianosigHocTi Ao cneuudikauii PeecTpalliiiHoro pocse B kpaiHi imriopTepi. Mpokony BUPOBHULITBa Cepil, YNaKosKA i KOHTPOIO SIKOCTI
nepernsHyTi i BignosigatoTe BUMoramM GMP. Yci BiaxuneHHs, noB’AaaHi 3 AaHo cepieto AocnimkeHi Ta BijobpaxeHi B ripoToKoni
BupoBHuuTBa.

MepesipeHo: Teresa Flores 3aTBepmxeHo: Laura Vargas
fara: 25/11/2024 [Hara: 25/11/2024




CEPTU®IKAT CEPII

AHTU®NY® KIAC

Homep koay npoaykty: 2949K

Cuna gil / akTUBHICTb!

AueTamiHodeH — 160 mr/ naket
Ackop6iHoBa kucnota — 50 Mr/ naket
XnopdeHipamisy maneat — 1 mMr/ naket

KpaiHa Bupo6Huk: CLUA

Kpaina imnopTep: Ykpaita

dopma A03YBaHHSA: NOPOLLOK AMA OPansHOro po34nRy PeectpauiitHe nocgig4erHs NeUA/8974/01/01
Posmip i Tun ynakoBku: B naketax Neb Data eupo6HuuTea: 09.2024
Cepia Ne: 493679 Tepmin npuaarHocTi: 09.2027

Kontpakr ®apmakasn KopnopeiiweH

IOpuauuHa agpeca Ta penia: 135 Anamc aeHto, Xonor, Hito-Mopk, 11788, CLLA
Homep B yHiBepcanbHiii cucTemi HymepaLlii AaHUX: 057795122

Azpeca Bupo6Huyoi ainbHuui: 160 Kommepc Opaiis, Xonor, Huito-Vopk 11788, CLLA
Howep niueHsii B yHiBepcanbHii cuctemi Hymepauii AaHux: 968334974

PeaynbTaTtu aHanisis Ao4alTLCA B ceptudikati aHanisy.

KomeHTapi:

A UM CalaMM CTBEPKYIO, WO BULLe3a3HaveHa iHdopmaLis pocTosipHa | Toura. [laHa cepisi npoaykuii BUpoBneHa, BKIOYaHW
yNaKoBKy Ta KOHTPOIib AKOCT Ha BULLe3a3HaueHilt AinbHALI B NOBHIN BignosiaHOCTI 3 BUMOramu GMP micueBux Perynatophux
opraHis i y BignosigrocTi o cneundikauii PeecTpalliiiHoro 4ocke B KpaiHi imnoptepi. MpoTokony BUPOBHALTBA cepil, yNakoBKU i
KOHTPOSIO SKOCTI NepernsHyTi i signoeinaoTk BuMoram GMP.

YnoBHOBaXKeHA 32 BUIYCK cepii ocoba

IvM’s:  Thomas Jacob

Mocana / 0608 s3xu : QA Menedoicep 3 konmponio doxymenmayii
TTignmc: nidnuc

Jlara: 25.11.2024




Product Name : Antiflu Kids Pouches 2949K

Ppackage Size: 5 pouches per box Lat No. : 493679
Package Type: Pouch Expiry Date: Sep-27

Pate Mid : Sep-24 Quantity Released : 64,512 packs
1tem Number: 1600482 Importing Country : Ukraine
Customer : Bayer Consumer Care Marketing

Dosage Form : Soluble Powder Anthorization Namber 1 UA/8974/01/01

Report No.: 11248011 SRR

Test Specification Result
Beseription White to off-white, free-flowing powder l‘hat includes crystalling particles with slight odor Conforis
of raspberey
Solability Full Dissolution of powder NMT 1 min 23 Scconds

Content of 18 from 20 pouch must not deviate by more than 5% and no pouch deviates

Av Pouch Weig Conforms
verage Pouch Weight by tote than +10% onforms
Average Fill Weight Target: 12.0 Limit % 120
A age arget: 12.0 ¢ Limit X
NETE : BES A ’ TAg-126¢ S
Method Ref.
Acctaminophen Conforms
Jdentification of Chomonisumin Maleate TM-014 Retention Time (RT) of the major peak in the chromatogram of the assay Conforms
druy substances preparation correspond to that in the chromatogram of the standard preparation
Ascorbic acid Conforms
) . ) FDEE Red 140 T'he retention time for the major peak obtaiued from the sz%mp}e preparation Not Applicable
1dentification of TM-014 corresponds o that of the standard preparation.
dvest 5 Tho e e . o s i "
3 TR Dissids The maxima observed in the :q?u.trum of the sample p'rcparuhon matches that Not Applicable
observed in the standard preparation.

pH T™-014 Limit; 2.5-4.0 3.2
Content Uniformity: APAR CPM Asc. aeid
fniformi rosage Units TM-D14
Uniformity of Dosage Units Limit: Aceeptance Value Maximum 15 A¥ 8 8 2
95%-105% 100%
Acctaminophen Label: 160 mg Limit: ) - -
152 mg ~168 mg 160 mg
ASSRY 95%-105% 96%
Assay of drug Chiorphenitamine Maleate TM-014 Label: 1mg Limit: : . -
substances 0.95 mg -1.05 mg 0.96 mg
Ascorbic acid Label 50 Limit il ol 128%
scochic act abei 20 PItELN
% 475 mg -67.5 mg 64.5 mg
Tmpurities praminophenol T™-014 Max. 0.1% Below Reporting Threshoid
Totat Acrobic Micrabial Count| < 10° ofulg Conforms
Microbial Toial Yeasts & - z nid
A_nﬂ]ysis Mould Connt UsP<61>. < 10" cfu/g Conforms
£, coli Absentin ] g Conforms

e

T ‘»kxp lat testing is performed on every tenth (107) batch

. o - QC-2024-0311/80; QC-2024-0385/19; QC-2024-0381778; Micro-testing# RM26009; . <M
Work Ref.: Vol/Bage ! 308.00T-2024-0085 Date : 11/25/24

 hereby cortify that the above information is anchentic and woeurate, This bateh of product has been fabricated/ f: d.including packaging mnd qudity control at the sbove mentioned site in full compli with
(e GMP requirements af the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country. The batch processing, packagiug and analysis was performed i compliance

ith GMP. Any deviations ussociated with this bateh have been closed and filed with the batch record.
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CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE
ANTIFLU®KIDS Product Code number: 2949K
Strength / Potency: Manufacturer country: USA

Acetaminophen - 160 mg/pouch
Ascorbic Acid ~ 50mg /pouch Importing country: Ukraine
Chlorpheniramine Maleate - lmg /pouch

Dosage form: powder for oral solution Marketing authorization number: UA/8974/01/01

Package size and type: pouches No. 5 Date of manufacturing: Sep-24

Batch number: 493679 Expiry date: Sep-27

Contract Pharmacal Corporation
Legal address and release: 135 Adams Avenue, Hauppauge, NY 11788, USA
Data Universal Numbering System Number: 057795122

Address of manufacturing: 160 Commerce Drive, Hauppauge NY 11788, USA
Data Universal Numbering System Number: 968334974

Results of analysis are provided in the attached Certificate of Analysis.

Comments:

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured, including
packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP requirements of the
local Regulatory Authority and with the specifications in the Registration Dossier or Marketing Authorization of the
manufacturer country or importing country, if product was imported, or product specification file for investigational Medicinal
Products. The batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

Authorization of Batch Release

oy

Name: Corireons

Position/title:  ewo (4 Oovumeers (o84

Signature: k*{w
/ ]
Date: TN e i 28 208y

5
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