CONTRACT PHARMACAL CORP.

@

CepTtudcpikaTt aHanisy

Ha3sBa npenapaty: AHTU®ITY ®, NOpoLoK ANA OPanbHOro PO3UUHY
Po3amip nakyBaHHs: 5 nakeTis B KAPTOHHIA kopobuli

Hata Bupo6HuuTea: 06-2020

Homep noauuii: 1600474

KnienT: Baitep KoHcbiomep Kep

Ddopma A03YyBaHHA: NOPOLIOK ANA OPanbHOro PO3YnHY

MpoTtokon Ne: 0620S016

Kop npoayxTy: 2667K/5ADI
Homep cepli: 059261

Tepmin npuaardocti: 06-2023
KinkkicTs, fo3BONEHa A0 peani3ayil: 43412 yn.
Kpaina imnoprep: YkpaiHa
PeecTpaujiiiHe nocsiguenns: UA/4910/02/01

Tecr Cneuudikauin Pe3dynbrtar
Binui abo maibke Ginuit NOPOLLIOK, WO MICTUTE
Onuc KPUCTArIHHI YaCTUHKW 3 ferkuM NUMOHHUM Bianosinae
3anaxom
Po3uunHicTh He Ginblue 1 xaunmHu 27 cexyHn
BiaxuneHHns B maci 18 3 20 nakeTis He NOBWHHO
OpHopigHicTe cepeaHboi Macu nepesuwiysaty £5%. Ta He OBMH NOPOLLOK He Bignosigae
NOBWHEH MaTu BigxunenHs, binowe + 10%.
17.0r £5%
CepeaHsa Maca BMICTy nakera 16,15-17.85 169r
Meron
, BuaHaveHHA NPOBOAUTLCA OAHOYACHO 3 . .
aueTamiHopeH KinbKICHUM BU3HEUEHHSM METOAOM Bianosinae
BEPX:
InenTudikauin | perinedpury HCI TM-008 | yac suxopy nika aKTUBHOT PEYOBUHU Ha Bianosigae
- Xpomarorpammi BUNpoGysaHoro spasky
xropgeHipamity signoeigae Yacy suxogy nika Ha i
, ¥ Bignosigae
manear Xpomarorpammi CTaHaapTHOro 3pasky
pH TM-008 2,5-35 29
] . i eHinedpy | xnopdgeHipa
y Y signosigHocti 3 gliounm USP aueTaMiho | : ;
OnxopipHicTs RO3yBaHHA TM-008 BUAEHHAM, MOHOrPachis <005> d;;u HyglCI MiHY aganesn'
] 95% - 105 % 96 %
auetamiHoen 617,5 - 682,5 mr 624,0 nr
KinbkicHe . 95% - 105 % 96 %
BU3HA4eHHS terinedppury HCI | TM-008 9,5~-10,5mr 9.6 Mr
xnopdeHipamiHy 95% - 105 % 98 %
manear 3.8-42mr 38wmr
Domiwku  |n-amiHodeHon TM-008 He 6inbwe 0,1 % He susBneHo
3aranbHa KinekicTb . . an3 ; ;
Moo , aepoBHIX GaKTepilt He Ginbwe 10° KYO/r Bianosinae
1KpOOIONONIY | 3araribHa KinbKICTL : . ~ .
Ha YMCTOTA | nioHABY | pWGim USP<61> He Ginbwe 102 KYO/r Bignosinae
Escherichia.Coli BigcyTHicTo B 11 Bignosinae

Pobo4e nocunaHHst:
Dara: 30/06/2020

VollcTopinka

OTC-WV-0183/58; OTC-FP-0133/45; OTC-FP-0139/02; CPC 29251; Lot#201007

KOHTPONIO SIKOCTI NepernaHyTi | BinnosiaaTe BuMmoram GMP,

2aME e

51 TUM CaMiM CTBEDAXYIO, WO BiWle3a3HayeHa iHhopmaLia AocTosipwa | Touna, [lana cepist npoayKuil Bupofnena, BKiouaiouy
YNaKoBKY Ta KOHTPOIb AKOCTI HA BULLE33HAYSHIV AlMbHUL B NOBHIM BIANOBIAHOCTI 3 BuMOraMiu GMP MicLiesix PerynaTopHux
opraHia i y eignosigHocTi Ao cneuvdikauil PeecTpaujiitHoro aocke B kpaiHi imnopTepi, Mpokonu aupoﬁuumemp:T yriaKkosku i

7
Yci BigxvneHrHs, nos'asaxi 3 AaHoto cepielo gocnimieHi Ta sigobpaxeHi 8 npoTokoni Bupoﬁuuuwém J& 3 ﬁi\? %,
MNepesipeHo : Vincent Ricolla 3arsepmueno: Dand Nararf/ ;f J1kaY v ?;\E
[Dara: 30/06/2020 Dara: 30/06/2020 (;_:«; - G “‘Q,«q w)s
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CONTRACT PHARMACAL CORP.

S

CEPTU®IKAT CEPII

AHTU®IY ®, NOpoLWOK ANA OPANLHOro PO3UNHY Homep koay npoaykry: 2657K

Cuna gil / akTuBHICTb: KpaiHa Bupo6uuk: CLLA
AueTamiHogeH — 650 mr/ naket
deHinedpuHy rigpoxriopua — 10 mr/ naket KpalHa IMnoprep: Ykpaina

XnopcheHipaMiHy Manear — 4 mr/ nakeT

®opma A03yBaHHA: NOPOLLOK ANA OPANbHOTO POUNHY PeecTpauiiiiHe nocsiauenss NeUA/4910/02/01

Po3mip | Tun ynakosku: ro 5 nakeTis B KapToHHiii kopobLj Rata BupoGuuyTea; 06-2020

Cepls Ne: 059261 Tepmid npupatHoctl:  06-2023

KonTpakT ®apmakan Kopnopeiiwex

lOpuauuHa appeca Ta penis: 135 Agamc asetio, Xonor, H,b;o-ﬁopk. 11788, CWA
Homep B yHiBepcanbHi#h cucremi Hymepaull paHux: 057795122

Anpeca BupoGHuyoi ainbHuul: 160 Kommepce [paiis, Xonor, Hilo-Wopk 11788, CLLA
Homep B yHiBepcanbHlil cuctemi Hymepauil nanux: 968334974

PesynbTaTi aHanisie aonaoTbes B cepTudikari aHaniay.

Komenrapi:

A TMM caMum CTBEPMXKYIO, WO BULLE3a3HAYEH] iHhopmaLia focToBipHE | TouHa. [axa cepist npoaykuil BupoBnexa, BKIOYBIOHU
ynaKkoBKy Ta KOHTPONb AKOCTI Ha BULe3asHaueHil AiNbHUL B NOBHIK BiANOBIAHOCTI 3 BuMoramn GMP MicLesux PerynaTopHux
opraHis i y signosiaHocTi Ao cneuydikauil PeecTpaLiiiHoro aocke B kpalHi iMnopTepi. Mpokonu BupoBHULTEa Cepil, ynaxkosku i
KOHTPONIO AKOCTI NepernsHyTi i BianosinaoTs BUMoraM GMP.

Yci BiaXuneHHs, nos'a3aHi 3 4aHOK Cepieio focniakeHi Ta BinoGpaxeHi B npoTokoni supaGHuLTaa,

o
YnostxosaxeHa ocoba /f, A
o ; ‘.
IM'a: Thomas Jacob ; *-3 N g};&.} f \,3% “E
Mocapal oGos’Aaku: Binainy sikocti/ Crapwmi cneyianict 3 AOCKYMEHTANLHOTO KOHTPOITIO T At UTEE ‘4; 2 ]
Mianmc: & gyt ;z-;/ ]
Qara; 30/06/2020 ¥ ‘ N n - L
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04071, m.Kuis, synuuis BepxHiii Ban, 6yanHok 4-B, Ten, +38044 220
IOpupuyHa apgpeca: 3300

08330, Kuieckka 06n., Bopucrinbceiuil p-H, ¢. Qynapkis, syn.

Agnpeca micus BNpoBagXXEHHA QIANbHOCTI Hesanexu-xocﬂ, 211

Dossin Ha Bunyck (peanisayito) Ne49410/20/26

A, YnosHoeaxeHa ocoba 3 sikocti TOB «BAAEP», niaTeepaxyio, Wo nikapcekuit 3aci6:
HaiimenysaHHsa npoaykuii: AHTUDNY®

lepxasa-supobHuk: CLUA

Homep peecrpayiiiHoro nocsinuyeHHs B YkpalHi: UA/4910/02/01

Cuna giilakTueHicTs: napauetamony (aueTamiHocdeHy) — 650 wr, tetinedpudy rigpoxnopng — 10 wr,
XnopdeHipaminy manear — 4 mr

Jlikapcbka chopma: NOPOLIOK AN OPanbHOro Po3YnHY

PoaMip Ta TMN nakysaHHaA: no 17 rpam y nakeri, no 5 nakeTies y KapTOHHil Kopobui

Homep cepil; 059261

Poawmip cepii: 43 412 ynakoBok

[ata supobHuurea: 06.2020

[ara 3akiHvyeHHA TepmiHy npuaaTHocTi: 06.2023

Hata ceptuchikata sKocTi cepil nikapcbkoro 3acoby, BUAGHOTO BUPOGHUKOM, ynoBHOBa)xeHa ocoba SKoro
Hapae 403Bin Ha BUNYCK cepil NikapcbKkoro aacoby:

Ne 06205016 Big 30.06.2020

Homep Ta aata BUCHOBKY Npo AKICTb BBE3EHNX NiKapCbKNX 3acobiB:

Ne 49410/20/26 Big 21.09.2020

HalimeHyBaHHR, MiCL@3SHaxoMKeHHS Ta Homep nileHsi BUpobHUKa, ynosHoBaxeHa ocoba AKoro Hagae [o3sin
Ha Bunyck cepil (3a HassHocTi): KoHTpakT ®apmakan KopnopeiiwH, 135 Apamc Aserio, Xoror, Hbto-Mopk
11788, CLUA, 057795122

CepTudikaty BigNOBIAHOCTI HanexHo! BUPOGHUYOT NpaKTUKK BUpoGHUKa, ynoBHoBaxeHa ocoba sikoro Hagae
4038in Ha sunyck cepii, abo Homepu nocwunaHs y 6asi aaHux EudraGMP (3a HasBHOCTI):

KomenTapi (3a HasBHOCTI): KinbKicTs BBE3EHOrO nikapckkoro 3acoby — 20 732 ynakoBku
3asiBa npo BUNyck (peanisauiio) cepil nikapckKoro 3acoby:

Hlo3eonsiio exasanull nikapcekuii 3aci6 do peanizayiy,
Mpissuie, iHiYianu Ta nocapa/asaHHA ocobu, aka Buaana [038in Ha Bunyck cepW Kocreybuuii K. B.

Nianuc ocobu, sika BuAana Ao3Bin Ha BUNYCK Cepil: VoA
Aata nignucarHs gossony Ha Bunyck (peanisauiio): 23.09.2020
Supplement REGS-DE15-SUP-001061 Page 1 of 1

Version 5.0




Produet Name : Antiflu Pouch Powder ' uct code: 2657K/5ADI

Package Size: 5 Lot No. : 059261
Package Type: Pouch Expiry Date: Jun-23
Date Mfd : Jun-20 Q_uan’tity Released : 43412 packs
Htem Number: 1600474 Importing Country : Ukraine
Customer ; Bayer Consumer Care Marketing
Dosage Form : Soluble Powder Authorization Number:  UA/4910/02/01
Report No.: 06208016
j Test : Specification , Result
Description White to off-whitc, powder that includes crystalline particles with a slight lemon odor Conforms
Solubility Not more than I min 27 saconds
Average Fill Welght Target: 17.0 Limit o 16.9
verage eig get: 1/.0g y 16.15¢-17.85¢g ~9
. Content of 18 from 20 pouch must nat deviate by more than 5% &
Average Pouch Weight 10 pouch deviates by more than +10% Conforms
Method Ref.
Acetaminophen Conforms
Tdentification of Phenylephrine 1CI ™-008 I Rete{tlion Time (RT) of the rfmjur peak” in the chromatogram of the assay Conforms
drug substances |preparation correspond to those in the chromatogram of the standard preparation I
Chilorphenimmine Maleate Confornis
pH TM-008 || SPTPe oy R Limie 2535 29
g , ~ Content Unifonnity: APAP Phenvi CPM
| iformit g TM- . Mo
Uniformity of Dosage Units M-008 Limit: Acceptance Value Madzum 15 AV 13 6 6
95%-105% 96%
Al inoph : it: b
cetaminophen Label | 650mg Limit 6175 mg 6825 mg 824.0 mg
Assay of drug . 95%-105% 96%
! Phenyl HCt 3 :
cubstamces enylephirine TM-008 Label 10 mg Limit 53 mg 105 mg I XY
. ; 95%-105% 06%
Chlorphenis: Maleate | H 4 frmit:
ophmamine Maleate f el e it T8mg 4.2 mg : 38mg
Impurities p-aminophenol TM-008 Max. 0.1% Below detection limit
. o Vioronial
Total Aer((;::z :VIwrobna <10% cfivg Conforms
Microbial Tolal Yeasts & EP 2.6.12 5 Conf
Analysis Mould Count UsSP<g1> =107 cfurg ORfAEms
£, coli Abseniin l g J Conforms
Work Ref.: Vol./Page : OTC-WV-0183/58; OTC-FP-0133/45; OTC-FP-01 39/02; CPC# 29251; Lot# 201007 Date : 6/30/20
t hereby certify that the ebove information is authentic and accurate. This batch of product has been fubricated/manufuctured,includiog packaging and quality coatro) at the above weutioned site in full complianee with
e GMP requirements of the local Regulatory Authority aud with the specifioations in the Marketing Authorization of the importing country. The batch processing, packaging and analysis was performed in conpl
i <ith'GMP, Any deviations associated witl this batch have been closed and filed with the batch record, )
o e T T ety D et Nt
vevified by: 72 cpmpqe / STt { Approved by: L) Qund Bulhnnr
Date: N7 o fangan ’ Date :
3_ Oé /L‘Ln’/ A o é ["3 » fg,o Jo

2657K__Ukraine_5_201007_059261




CONTRACT PHARMACAL CORP.

BATCH CERTIFICATE
ANTIFLU® Product Code number: 2657K
Strength / Potency: Manufacturer country: USA
Acetaminophen -~ 650 mg/pouch
*henylephrine Hydrochloride — 10 mg /pouch Importing country: Ukraine
Chlorpheniramine Maleate — 4 mg /pouch
HDosage form: powder for oral solution Marketing authorization number: UA/4910/02/01
Package size and type: pouches No. 5 Date of manufacturing: Jun-20
Batch number: 059261 Expiry date: Jun-23

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

Name: CHamss  Tace

Positionttitle: QA4 Decwmers (pw zapd SHel/H54/87
Sigrature: Q@m;::i fL

L |

i Date: Iy 30 S0LD

el o N -
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2657K__Ukraine_5_201007_0D59261 W, & Ba ;




JEPXJIIKCITYXXBA
AEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOFBIB
TA KOHTPO.IIO 3A HAPKOTUKAMM y m. KHEBI

ByJ1. bepesnsxisebka, 29, Kuis, 02098, ten./paxc: (044) 550-23-55, Teun. (044) 550-20-55
E-mail: dls.kyiv@dls.gov.ua,https://www.dls.gov.ua, Kox €JPTIOY 37079055

BHCHOBOK
MPo AKiCTL BBe3eHOro B YKpaiHy JikapcbKoro 3acoy

21.09.2020 Ne 49410/20/26

AHTHDJIY®

(HaliMeHyBanHS NiKapcEKOro 3aco6y 3rifHo 3 peecTpauifium TIOCBIAYCHHSM)
IOPOMIOK AJISI OPAJILHOr0 Po3iHHY, N0 17 r y naxeTi; no 5 nakeris y kaprouniii kopoGui

(dopma BumycKy, A03yBaHHS, B NaKyBaHHS AKAPCHKOro 3aco6y)

Howmep peectpanittroro nocsimaenns UA/4910/02/01 crpox nii peectparititioro nocsinuents HeobMexeHMH

Cepis nikapcskoro 3aco6y Ne 059261 Kinexicrs BBe3eHOTO NiKapeskoro 3acoby 20732
Bupo6uuk Kounrpaxt Qapmakan Kopropeiimm, CIITA
(nalimenyBanns BupoGHHMKa MiKapCEKOTO 3806y, KpaiHa NOXOKEHHA)
BaeseHo B Vipainy Tosapucrso 3 06me:kenolo BimoBigansnicTio "Baifep", inent. won:
22911794

(naitmeHyBanns Ta kox 38 €JIPTIOY opuasasnof ocobu abo npissuLe, iM', 1o 6aTEKOBI (izuunof
0co6H - miznpuemns, if Micue NPoXKUBAHHS Ta peecTpauiiinmii HoMep 06nikoBol KapTKY NNaTHHKA
nozarkis a6o cepist Ta HoMep nacriopra)

IIpotokon Bisyasnsnoroe kourpomo six 21.09.2020 N 2809/4.

3a  pesynbTaTaMH JICpXKABHONO KOHTDOJNIO BCTAHOBNEHO, WO JIKApCHKMM 3aci6 BRe3eHO B YkpaiHy 3
AOTPUMAHHSIM BIMOT 32KOHOJIABCTRA IO/0 3a6e3NeueHHs AKOCT] TIKAPCHKHX 3ac00iB.

%’&OBIB TA kO,i)»

Hanamsimi G 02220 o, ) Muxona XOJIOZIEHKO

01110) (niznuc) (iniujanu Ta npispuine)




CONTRACT PHARMACAIL CORP.

e

BATCH CERTIFICATE
ANTIFLU® Product Code number: 2657K
Strength / Potency: Manufacturer country: USA
Acetaminophen — 650 mg/pouch
Phenylephrine Hydrochloride — 10 mg /pouch Importing country: Ukraine
Chlorpheniramine Maleate — 4 mg /pouch
Dosage form: powder for oral solution Marketing authorization number: UA/4910/02/01
Package size and type: pouches No. 5 Date of manufacturing: Aug-21
Batch number: 120172 Expiry date: Aug-24

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:

I 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

5 \'KC’EI‘M;’ Ry
o e he *
Name; (;ﬂi:‘mx}-& Aeps @\\

R AIBC J Op o
" = = X

Position/title: Skavos SrCCraL/ST .

Signature: Q?«-ME 1

Date: Sk premBer /B’ U

2657K__Ukraine_5_123863_120172 Page2 of 2



CONTRACT PHARMACAL CORP.

G

CepTudpikar aHanisy

Haaea npenapaty: AHTU®IY ®, nopolwok Ans opanbHOro po3unHy
Poamip nakyBaHHs: 5 nakeTie B KApTOHHINA KOpOOLYi

Hara Bupo6uuurea: 08-2021
Homep noauuii: 1600474
Knienr: Baiep KoHceiomep Kep

mopma AO3YBAHHA: NOPOLLUOK ANs OpanbHOro po34vvHy

Mpotokon Ne: 09215004

Homep cepii:

Kopn npopayxry: 2657K/5ADI

120172

Tepmin npupaTHocTi: 08-2024

KinbkicTb, no3sonexda no peanizauii: 43488 yn.
Kpaina imnoprep: Ykpaina

PeecTtpauiiine nocBigyenns: UA/4810/02/01

Tect Cneuudpikauin PeaynbTar
binwia abo maike Binwnit NOPOLLIOK, WO MICTUTL
Onuc KprcTaniyHi YacTUHKW 3 NErkuM NMMMOHHUM Bianosinae
3anaxom
PoauuHHicTb He Ginblue 1 XBunuHn 25 cekyHg,
Bigxunenna B maci 18 3 20 nakeTie He NOBUHHO
OpHopigHicTb cepegHboT Macu nepesulysarh +5%. Ta He oguH NOpoLWOK He Bianoeinae
NoBWHEH MaTu BigxunexHs, Binobwe + 10%.
CepegHsa maca BMicTy nakera Ao A 17,25
16,15-17,85r !
MeTton
- BuaHavyeHHs npoBoaMTLCA OQHOYAacCHO 3 . 2
auetamiHocen KiNbKICHUM BU3HA4EHHSIM METOAOM Bianosinae
BEPX:
IneHTudpikauis | cheninedgpuny HCI TM-008 | 4ac Buxoay nika akTMBHOI PEYOBUHW Ha Bignosigae
— xpomarorpammi eunpoBysaHoro apasaky
xnopcpeHipaminy BiANOBIAAE Yacy Buxody nika Ha Binnosinae
Manear XPOMAaTOrpaMmi CTaHAAPTHOrO 3pasky
pH TM-008 2,5-3,5 29
: Z S auetamido | cpeninedppu | xnopdpeHipa
Y signoeigHocTi 3 gitodum USP ¢
OpHopiAHIicTL AO3YBaHHA TM-008 BUAAHHSIM, MOHOrpadis <905> ﬁe‘r H};l—éCl MiHy gngnea-r
- 95% - 105 % 98 %
o ||SupTesdtodgien 617,5 - 682,5 wr 637,0 mr
KinbkicHe ; 95% - 105 % 95 %
guanavenns | Perinedpury HCI TM-008 9,5-10,5 mr 9,5 mr
xnopdeHipamiHy 95% - 105 % 96 %
Maneat 3,8-42wmr 3,8 mr
Oomiwku n-amiHodeHon TM-008 He Ginbwe 0,1 % He suseneHo
BaranbHa KinbkicTb s 5 : 2
- | aepodHwx GakTepiit He Binbwe 10° KYO/r Binnosipae
Kpoblonorit | 3arankHa KinbkicTs | ysp<g1> : 2 ; :
Ha YMCTOTA | nniicksan i rpuGie He Ginblwe 10* KYO/r Bignosinae
Escherichia.Coli BigcyTHicteB 11 Bianoeinae

Poboue nocunauHa: VollctopiHka OTC-WV-0215/92; OTC-FP-0204; OTC-FP-0207/11; CPC 32161; Bulk-Lot# 123863
Narta: 13/09/2021

A TMM camumM CTBEPMXKYIO, L0 BULe3a3HavyeHa iHhopMauis aocTosipHa | TouHa. [aHa cepis npoaykuii BupobneHa, BKMO4a0qM
ynaKkosky Ta KOHTPOfb AKOCTI Ha BULLIE3a3HaYeHiin AinbHULI B NOBHIRA BignosigHocTi 3 BuMoramu GMP micueeux PerynaTopHux
opraHis i y ignoeigHocTi Ao cneuudikauii PeecTpauiiiHoro Aocke B kpaiHi imnopTepi. Npokonu anpoﬁrm TBa Cepi'l' ynanoanu i

KOHTPOMIO AKOCTI nepernsaHyTi | signoeigaoTe Bumoram GMP.
Yci BinxuneHHs, nos'sA3axi 3 gaHolo cepieto gocnigxeHi Ta sinobpakeHi B npoTokoni BHpOﬁH

MepesipeHo : Sally Safo
Aarta: 13/09/2021

3areepaxeHo: David N
[arta: 13/09/2021 [




CONTRACT PHARMACAL CORP.

CEPTUDIKAT CEPII

AHTU®Y ®, nopolwok Ans opanbHOro po3unHy Howmep kopy npoaykry: 2657K

Cwna pii / akTuBHICTB! Kpaina Bupo6uui: CLLUA

AueTamitodeH — 650 mr/ nakeT

deHinedpuHy rinpoxnopva — 10 Mr/ naket Kpaina imnoprep: Ykpaina

XnopdeHipamivy manear — 4 mr/ naket

dopma [4o3yBaHHA: NOPOLLOK ANA OPanbHOr0 PO3YMHY PeecTpauiiiie noceiguenns NeUA/4910/02/01
Po3amip i Tun ynakoeku: no 5 nakeTis B KapTOHHIi kopobui Hara Bupo6HuuTEA: 08-2021

Cepis Ne: 120172 Tepmin npupaTHocTi: 08-2024

Kourtpakr ®apmaxan KopnopeiiweH

IOpuanyHa agpeca Ta penis: 135 Agamc aBeHio, Xonor, Huio-Wopk, 11788, CLUA
Homep B yHiBepcanbHil cuctemi Hymepauil nanux: 057795122

Appeca BupoGHuYoT ainsHuLi: 160 Kommepc [paiis, Xonor, Helo-Mopk 11788, CLUA
Homep B yHiBepcankHiin cuctemi Hymepauil aaHux: 968334974

PesynbTaTi aHaniais AofaioTbeA B cepTudikaTi aHaniay.

KomenTapi:

A TMM camum CTBEPIKYIO, WO BULLE3a3Ha4YeHa iHdopmauia gocTosipHa i TouHa. [laHa cepin npoaykuii eupobneHa, BrknioYaoym
YMaKoBKY Ta KOHTPONb SKOCTI HA BULLE3asHaYeHiin AinbHULUI B NOBHIM BignosigHocTi 3 Bumoramu GMP micuesux PerynaTopHux
opraHie i y signosigHocTi Ao cneuwndikaii PeectpauiiiHoro gocke 8 kpaiHi imnopTtepi. Mpokonu BupobHULTEA cepil, ynakosku i
KOHTPOMO AKOCTI NepernaxyTi i BignosigawoTe Bumoram GMP.

Yci BigxuneHHs, Noe'A3ani 3 4aHoio cepieto gocnigkeHi Ta sinoGpaeHi B npoTokoni BMpobHULTBA.

YnoeHoBaxeHa ocoba

Im'a: Thomas Jacob
INocapal obos’asku: Bigain sikocti/ CTapwwnii cneuianicT 3 AOKYMEHTanbLHoro KOHTPO
Mignuc:

Hara: 13/09/2021




IOpugnyna agpeca: 04071, m.Kuis, Bynuusa BepxHin
Ban, 6yausok 4-B, Ten. +38044 220 33 00

Apnpeca micus npoBapKkeHHA gianbHocTi: 08330,
Kuiecska obn., Bopucninkcbkuia p-H, c. [lyaapkis,
Byn. HesanexHocTi, 2/1

Ldo3sein Ha Bunyck (peanisayiro) Ne75841/21/26

A1, YnosHosaxeHa ocoba 3 sikocti TOB «BAVEP», nigTeepakyio, o nikapcskuii 3acit:
HaimeHyBaHHa npoaykuii: AHTUDIY®

Hepxasa-supobHuk: CnonyyeHi LLitatn AMepukm

Homep peecTtpauiitHoro nocsigueHHsa B YkpaiHi: UA/4910/02/01

Cuna pii/akTMBHiCTb: napaueTamony (auetamiHogeHy) — 650 wmr, ceHinedppuHy rigpoxnopun — 10 mr,
xnopdeHipamiHy maneart — 4 Mr

Nikapceka ¢hopma: NOPOLLOK ANs OpanbHOro po3yvuHy

Po3amip Ta Tun nakyBaHHs: no 17 rpam y nakerTi, no 5 nakeTiB y KAPTOHHII kopoOui i
Homep cepil: 120172

Poamip cepil: 43 488 ynakoBOK
[ata supobHuuTea: 08.2021

JaTta 3akiHyeHHs TepMiHy npuaaTtHocTi: 08.2024

[ata ceptudhikata akocTi cepil nikapcbkoro 3acofy, BuaaHoro BUpoGHMKOM, ynoBHOBaXkeHa ocoba siKoro
Hapae Ao3Bin Ha BUNYCK cepil nikapcbkoro 3acoby:
Ne 092135004 Bin 13.09.2021

Homep Ta aaTta BUCHOBKY NpO AKICTE BBE3EHUX Nikapcbkux 3acobis:
Ne 75841/21/26 Big 17.12.2021

HaiimeHyBaHHs, MiCLIe3HaXO/DKEHHSA Ta HoMep nileH3iT BUpoGHUMKa, ynoBHOBaXkeHa ocoba sIkoro Hajae A03Bin
Ha Bunyck cepil (3a HasieHocTi): KoHTpakt ®apmakan KopnopeiiwH, 135 Anamc AeeHio, Xonor, Heio-Mopk
11788, CLUA, 057795122

CepTudpikaTi BIANOBIAHOCTI HaneXxHoT BUpoBHMYOT NpakTukM BMpPOOHMKa, YNOBHOBaXeHa ocoba sikoro Hapae
[03Bin Ha BUNYycK cepil, a6o Homepu nocunaHb y 6a3i aaHux EudraGMP (3a HasiBHOCTI):

KomeHTapi (3a HassBHOCTI):
3anBea npo sunyck (peanisayjio) cepil nikapcbkoro saco0y:
Aoseonsio exasanull nikapcekui 3aci6 do peanizayil.

Mpissuwe, iHiyianu Ta nocaga/ 3BaHHA ocobu, Aka Buaana [o3ein Ha Bunyck cepil: YnoeHosaxeHa ocoba 3
akocTi TOB «6ANEP» Kocteubkuil KocTaHTUH BacunsoBuY

MNianuc ocobu, sika BUAana ao3ein Ha BMnyck cepil / [lata nignucadHs A03BONY Ha BUNYCK (peanisadilo):

. _'j’aga 10f1
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IEPHIIKCHYABA
AEPIKABHA CTVIKBA 3 TIKAPChKHX 3ACOBIB
TA KOHTPONLIO 3A HAPKOTHKAMHA y m. KHEBI
gy, Bepenukiseskn, 29, Kuis, 02098, Ten. (044 295-26-85 Ten. (044) 295-26-82
L-ruail; dis.kyivEdls.goy.us,hittps: iy e dla.gov.ua, Kon €AP1IOY 37072055

BHUCHOBOK
npo AKicTh BBe3enoro B Y kpaidy JikapesKoro 3a¢00¥

17.12.2021 Ne 75841721726

AHTHRITYE

[ HaRMCHY BARAR AIEAPCR KD BC0BY IFLTNG 1 PEECTOAILiFIaIA OCHLIMEHIEN)

TMOpoIOK LIS OPANRHONG POITHHY, LIV 17 ¢y naxcri; no 5 wakeris ¥ kapTouaali xkopotui
BAI RAKY N NIKAPCRKOTa 32008y )

(o GHITVERY, AGN)IUNLIN,

Homep peoc ipar(ifiore moceLayen i UAMA910/02/0] erpox &ii pescTpanifHoro nocHTICHES HeOOMEECHHEA

Cepla stkaposioio sacody M 120172 Kigeiicrs aueacHoro nikapceroro sacofy 434858

BupulisAe _ Konrpakr dapyaxan Koprmopehimm, CIHTA
| AeH e PRI Lg SO CORKL N EapCERDna Hacoly, EpRfia LILXOIKENNA}
Beozenu v Yepaiuy Topapuerno 1 obmexenoo Biunoslmambaicye "Hatiep", lacar. won:
22911794

[nnkveyparics T e, sa ETPTINN prasmeiBor anfn =a plaEHe, v, no GETER0E dTiweHol
QEOBH - 1 IpHenas, Y Micus LpossHERms va prestpanifhodt ey oBatkoRol knprrice INSTHNEA
T KiR 00 CEPEY TR P DasTopTa)

MpoToke: sizyamnsnore sow pomo e 17.12.2021 X 4675/1.

3a  pesyAnTaTaMyB  CpRnIONG mulpmﬂo*’fﬁpratltirnnami‘u

AOTPAMAN M nimor FWRGINMABCTEM UL/ 385 A JKe

Musona XOJIOAEHKO

[ irinisnie ‘TA MpianFnE)

HavammHHE e
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Certificate of Analysis

Product Name : Antiflu Pouch Powder Product code: 2657K/5ADI
Package Size: 5 pouches per packet Lot No. : 120172
Package Type: Pouch Expiry Date: Aug-24
Date Mifd : Aug-21 Quantity Released : 43488 packs
Itern Number: 1600474 Importing Country : Ukraine
Customer : Bayer Consumer Care Marketing
Dosage Form : Soluble Powder Authorization Number: UA/4910/02/01
Report No.: 09215004
Test Specification Result
Description White to off-white, powder that includes crystalline particles with a slight lemon odor Conforms
Solubility Not more than | min 25 seconds
Average Fill Weight Target: 17.0 Limit: e 17.25
Tl g e HE : 16.158-17.85 ¢ <09
Content of 18 from 20 pouch must not deviate by more than £5% &
Avernge Pouch Weight 10 pouch deviates by more than £10% Conforms
Method Ref.
Acetaminophen Conforms
Identification of . Retention Time (RT) of the major peak in the chromatogram of the assay
Pheny lephrin u
drug substances s i e |preparation correspond to those in the chromatogram of the standard preparation Somne
Chlorpheniramine Maleate “ Conforms
pH TM-008 [| SPIcT PR SOV R | Limic 2.53.5 2.9
Content Uniformity: APAP Phenyl CPM
Uiy At Daege ks L Limit: Acceptance Value Maximum 15 AV 3.4 7.3 5.5
: e 95%-105% 98.0%
Acetaminophen Label: 650 mg Limit: 617.5 mg -682.5 mg 6370 mg
Assay of drug B e 2 ; - 95%-105% 95%
substances e T R 10 mg Limit: 9.5 mg -10.5 mg 9.5 mg
: _ S 95%-105% 96%
Chlorpheniramine Maleate Label: 4 mg Limit: TR 3.8 mg
|| Impurities p-aminophenol TM-008 Max. 0.1% Below detection limit
Total Aerobic Microbial 3
Count < 10" cfu/g Conforms
Microbial Total Yeasts & EP 2.6.12
Analysis Mould Count USP<61> < 10° cfug Gonforme
E. coli Absentin | g Conforms
Work Ref.: Vol./Page:  OTC-WV-0215/92; OTC-FP-0204; OTC-FP-0207/11; CPC# 32161; Bulk-Lot# 123863 Date : 9/13/21
hereby certify that the above information is authentic and accurate. This batch of product has been fabricated/manuf d,including packaging and quality control at the above mentioned sile in full compliance with
he GMP requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the importing country.The batch processing, packaging and analysis was performed in compliance
ith GMP. Any deviations associated with Ihis batch have been closed and filed with the batch record.

Verified by:d@b{b OWOUé’?)’
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