Brnank BupobHuKa

Cepmudghikam gionogionocmi Ne 40000214548

3apeecTpoBana Ha3Ba npoayKTy: Adduaa Make TabineTku, BKPHTI NJIIBKOBOI0 00010HKO0
no 400 mr x10

Koa npoaykry: 1010989

Kpaina: Vkpaina

Homep cepii: 1122333

Jdara pupobuuursa: 08.2024

Jara 3akindenusi TepMiny npuaaruocri: 07.2027

KinekicTs BiiBanTaxkeHo: 9514 ynakoBok

Anpeca: bynssap Onekcanipa Makenoneskoro, 12, Cxon’e, 1000, [TiBHiuna MakeaoHis

3asiBa MiJATBEp/XKEHHS :

Llum s miaTBEpKY!IO, L0 HaBeeHa BHLLE iH(OpMaLlisi € JOCTOBIPHOIO Ta To4HO. L{# maptis npoaykry 6yaa
BHUTOTOBJIEHE, BKJIOUAKOYM [AaKyBaHHA/MapKyBaHHS Ta KOHTPOJB SAKOCTI Ha BHIIe3a3HAYeHiH AimbHHLI
(AiMBHULAX) Y MOBHIH BiANOBIAHOCTI 10 BUMOr HasiexHol BHMpoOHHuOI npakTuku (GMP) sumoram GMP
MICLIEBOTO PEry/ATOPHOrO OpraHy Ta crenndikalisMm, 3a3HauyeHUM Yy PEECTpauiiiHOMy J0ChE KpaiHu-
iMmoprepa, abo cneuudikauii Ha 1ocniKyBaHmi TikapchKkuil 3acio.

O6pobka, nakyBaHHs Ta aHasi3 cepiii OyJM nepeBipeHi Ta BU3HAHI TAKMMM, 110 BiANOBIat0Th BHMOTaM
GMP.

Cepito Gyno nmpoaHanizoBaHO BiANOBIHO J10 3aTBeppkeHoT crieuudikauii SpecDP002903/2.

Cuna nii/aktuBHicTe: i6ynpoden 400 mr
Jlikapcbka Gopma: TabneTKH, BKPUTI M1iBKOBOIO 000I0HKO
Po3amip Ta tin nakyranusa: no 10 rabnetok y Giictepi. 1 6aictep B kapToHHIH KopoGui.

VYnoehosaxeHa ocoba: Maja Velinovska - Cadinoska

Jara Ta uac mianucy: 24.09.2024; 13:12:27

Lleit LOKYMEHT CTBOPHETHCA B eNeKTPOHHOMY BUINALI i € AiRcHUM 6e3 nignucy
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brank komMnasii

Ceprudikar anaaizy Ne 40000214548

Hassa npoaykry:

Adduna Make TabneTkH, BKpHTI M1iBKOBOO
obonoukoto, 1o 400 mrx10

Homep cepii: 1122333

JlaTa BHpOOHHUTBA: 08.2024

Jata 3aKkiH4eHHs TepMiHY NPHAATHOCTI: 07.2027

JlaTa peaisa: 20.09.2024

Ha3sea BupoOHHKa: AJIKAJIOITT ALl Ckon’e

Anpeca BUPOOHHUTBA:

Byneeap Onexkcanpa Makeorcskoro, 12, Cror'e,
1000, I'TiBHiuHa Make10HiA

Homep peecTpauiliHoro nocBigyeHHs:

UA/17783/01/01 (Tepmin ail HeoOMeskeHHUIH)

Jlinensis:

Ne 18-5539/6 Bin 31.05.2024

BuchHoBok npo Bianosianicte BuMoram GMP:

No 409-4/2021-10 Bin 29.11.2022

IMoka3sHHK Crneundikanuin PesyabTath

[Iponoerygari, ABoomnykii, TabneTku Bianosinae

Onuce BKPHTI TLUTIBKOBOIO 0D0I0HKOH, 3
PHCKOIO Ha 0/IHOMY Dotii.

Kouip Binoro abo maiixe 6is0ro Kommopy Bianosijae

InenTngikauis * HepyTuunmii tecr

I6ynpoden (BEPX) [TosuTHBHA Binnosinae

I6ynpoen [TosuTHBHA He nposoauscs

(Y - ciekrpodoromerpis)*

Turany JiokchI (TecT peakiin)* TTosurHBHA He nposojiuses

Pozunnenus He menue 80 % (Q) uepes 30 xBuaHH 100 %
KinekicHe Buinavenus

- I6ynpogen 95,0-105,0 % Bia 3a8BICHOr0 BMICTY 99,5 %
OanopiaHicTe 1030BAHKX OAHHHILDL
(po3paxyHKOBO-BaroBHii MeTO/1) AV<15.,0 % 2.0%
Cropouni fominrku
Jomimxa J He 6ineme 0,15 % 0,00 %
Jlomitka N He 6inbiue 0,15 % 0,00 %
Cyma gomitmkn A 1 jloMimku O He 6inpine 0,15 % 0.00 %
Jowmimka E He 6inbwe 0,15 % 0,00 %
Byab-sika HeljeHTHiKOBaHA AOMilIKa He 6inpwe 0,10 % 0,00 %
Cyma JoMilIoK He 6iaswe 0,50 % 0.00 %

Mikpo6iosoriuna 4nerora

**[lepioanunuii TecT. BUKOHYETHCA HA MOYATKY Ta KiHli TecTyBanus

crablibHoCTI.

3aranbHe 4HC10 aepoOHHX
mikpoopraxismis (TAMC)

He Ginse 10° KYO/r

He nposoauscs

3aranpHe YHCO APDKIKOBHX TaA
miicuseux rpubdis (TYMC)

He 6inswe 102 KYO/r

He nposoauscs

Escherichia coli

Biacytas/r

He MPOBOJIHBCA

3anBa npo ceprudiranio:

Lls napria nponykty Gyna npoanasizoBada BiANORiAHO 10 BuMor GMP i sinnoeizae cnewmdikartii.

Ilepesipeno

MeHnemrkepoM 1abopaTopii 3 KOHTPOIIO AKOCTI
Miona Manasova

11.09.2024; 15:38:28

KO3HOT cepli NIKapehKoro 3acody
Gordana Mitrovska

20.09.2024; 07:53:38

Lleit JOKyMEHT CTBOPIOCTLCA B /IEKTPOHHOMY BHITIAL Ta MLAMKY
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ALKALOID

SKOPJE
CERTIFICATE OF CONFORMITY No. 40000214548

Registered Name of Product : Affida Max 400 mg film coated tablets x10

Material Code : 1010989

Country : Ukraine

Batch Number 1 1122333

Date of Manufacturing : 08.2024.

Expiry Date : 07.2027.

Quantity Shipped : 9514 SC

Address : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia

Confirmation Statement:

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling 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 Marketing Authorisation of the importing
country 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.

The batch has been analyzed according approved specification SpecDP002903/2.

Strength/Potency: Ibuprofen 400 mg
Dosage form: Film-coated tablets
Package size and type: 10 tablets in blister. 1 blister in cardboard box.

Qualified Person: Maja Velinovska - Cadinoska, pharm.spec. QP
Date and time of signature: 24.09.2024; 13:12:27

This document is generated electronically and valid without signature.

: il
CEPTHOIKATIB

@ qualityaustria

SYSTEM CERTIFIED FORMO04064/3 Page 1 /1
B e s oo ey Ref.Doc:SOP002363/v.v

1SO 45001:2018 No.00873/0



ALKALOID

SKOPJE

CERTIFICATE OF ANALYSIS No. 40000214548

Product Name

Batch No.

Mfg Date

Expiry Date

Date of Release

Name of the manufacturer
Address of the manufacturer

Marketing authorization number :

License number
Conclusion of GMP compliance

: Affida Max 400 mg film coated tablets x10

: 1122333

: 08.2024

: 07.2027

: 20.09.2024

: ALKALOID AD Skopje

: Boulevard Aleksandar Makedonski 12, Skopje, 1000
Republic of North Macedonia

UA/17783/01/01 (validity period is unlimited)

: Ne 18-5539/6 dated 31.05.2024
: N2 409-4/2021-10 dated 29.11.2022

Parameters Specification Results
Appearance Oblong, biconvex film coated

tablets with break mark on one side. Conforms
Colour White to off white Conforms
Identification *Non routine test
Ibuprofen (HPLC) Positive Conforms
Ibuprofen (UV spectrophotometry)* Positive Not performed
Titanium dioxide (test reaction)* Positive Not performed
Dissolution Not less than 80 % (Q) for a

period of 30 minutes 100 %
Assay
Ibuprofen 95.0-105.0 % of the stated

amount 99,5 %
Uniformity of dosage units
(by Mass Variation) AV £15.0 % 2,0 %
Related and degradation products
Impurity J Not more than 0.15% 0,00 %
Impurity N Not more than 0.15% 0,00 %
Sum of impurity A and impurity O Not more than 0.15% 0,00 %
Impurity E Not more than 0.15% 0,00 %
Any other unspecified impurity Not more than 0.10% 0,00 %
Total impurities Not more than 0.50% 0,00 %
Microbiological quality **Periodic test. Performed at the start and in the end points

of the stability testing.
Total aerobic microbial count (CFU/g): Not more than 10% cfu/g Not performed
Total comb. yeasts/moulds count (CFU/g): Not more than 102 cfu/g Not performed

E. Colilg

Should not be present

Certification statement:

This batch of product has been analyzed according to the GMP requirements and complies with

@ qualityaustria
SYSTEM CERTIFIED

150 8001:2015 Ko, 010351
180 140042015 No. 001 1444
30 450012018 No.008730
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ALKALDOID
SKOPJE

CERTIFICATE OF ANALYSIS No. 40000214548

Product Name : Affida Max 400 mg film coated tablets x10

Batch No. 11122333

Mfg Date : 08.2024

Expiry Date : 07.2027

Date of Release : 20.09.2024

Name of the manufacturer : ALKALOID AD Skopje

Address of the manufacturer : Boulevard Aleksandar Makedonski 12, Skopje, 1000

Republic of North Macedonia
Marketing authorization number : UA/17783/01/01 (validity period is unlimited)

License number : Ne 18-5539/6 dated 31.05.2024
Conclusion of GMP compliance : Ne 409-4/2021-10 dated 29.11.2022

Checked by Approved by Responsible person for Quality Control
QC Lab Manager: of each batch of medicinal product:
Stevée Petrovski Gordana Mitrovska
11.09.2024; 15:38:28 20.09.2024; 07:53:38

This document is generated electronically and signed with an electronic signature.

@ qualityaustria FORMO004063/3
Ref.Doc:SOP002363/v.v
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JIEPKABHA CJYKBA 3 JIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHM Y KUIBCBKIN OBJIACTI

npos. Citanynoi Hanii, 3, M.Kuis, 02099, ten/akc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €/IPTIOY 37078774

BUCHOBOK
1po AIKicTh BBe3€HOro B YKpaiHy JikapcsKoro 3acody

05.06.2025 Ne 21945/25/10

ADDUIA MAKC

(HaiiMEHYBAaHHA TiKAPCHKOT0 3ac00y 3TIAHO 3 PEECTPALLIHUM OCBLIYEHHAM)
Tad/1eTKH, BKPUTI I1iBKOBOI0 060 10HK010, 10 400 mr; mo 10 Tadaerox y duaicrepi; mo 1
duicTepy v KapTOHHIH KopooOui

(hopMma BHITYCKY, ZI03YBaHHA, BHI IAKYBAHHA TiKapCeKoro 3acofy)
Homep peectpauiitnoro nocsixuenns UA/17783/01/01 crpox nif peecrpauiiinoro nocsiaueHHs 01.01.2099
Cepis nikapcbkoro 3acoby Ne 1122333 KinskicTs BBe3CHOrO JiKapenkoro sacody 9514

BupobHuk AJIKAJIOIT AJ1 Cxon'’e, ITiBHiuna MakegoHis

(HaiiMeHyBanHA BHPOOHHKA J1iKapchkoro 3aco0y, KpaiHa MOXDIKEHHA )

Bseseno B Vkpainy ToeapucTBo 3 o6mexenoro Bianosinaasuicrio "JIEJbTA
MEJIIKEJI", inent. kox: 39448817

(naiivenysanns Ta kon 3a €/[PIIOY ropuanunoi ocodn abo npissnue, M1, o faTbKOBI (pI3HUHOI
0coBH - NiANpHEMILS, Ti Miclle NPOKHBAHHA Ta peecTpauifHuii HoMep 00:1IKOBOT KaPTKH TUIATHHKA
nozaTkis abo cepid Ta HOMEp nacnopra)
Ipotokoa Bisyaasnoro kourpoio six 08.05.2025 Ne 1420/3.

JlaGopaTopHHii anani3 AKOCTi JikapchKoro 3acoly 3aiACHeHH:

JlaGopatopis 3 KOHTpOJIIO siKOCTI Jikapchkux 3aco6is TOB "NOBPOBYT-JIIKUJIAB" (M. Kuis,
ys1. Hosropon-Cisepebka, 0y/1.3, HEKHTIOBI NPUMILICHHS 92)

(HaliMEHYBAHHS Ta MICLIE3HAXOKEHHA 1a00paTopil, o Nposeia nadopatopHui aHati3 AKOCTI)

BHCHOBOK 1010 AKOCTI TiKapchKoro 3acoy, Buanmii nabopatopieio Bin 05.06.2025 Ne 690-25

PesynsTaTi 1abopaTopHOTO aHami3y AKOCTI JTIKapChKOTO 3aco0y 3a NepeBIpeHHMH MOKa3HHKAMH BIIMOBi1a10TH
BHMOTaM METOJIIB KOHTPOIIIO SKOCTI (aHATITHYHO-HOPMATHBHOT JIOKYMEeHTAaUii).

3a  pesyibTaTaMM  JEPKABHOTO KOHTPOJIO BCTAHOBICHO, IO  JKApChKMi 3acib BBe3cHO B YKpaiHy 3

JOTPUMAHHAM suvor 3aK0HOIABCTBA LLO/I0 3a0€3MeHCHHA AKOCT] TIKapChKHX 3ac0BiB.

(ninmnwkc)

o
* sggumug W




MNepeknap Ceprudikary aHanizy Ne 157

MNpoaykT: [OietnuHa pobaska basyka Matow, enikeup y dnakori 120 mn

Cepis: 2512304 Oara: 09.04.2025
Kinekicre: 10 000,00 yn.

[arta BUroTOB/IEHHA: 03/2025

Kpalle cnoxuti go KiHua: 02/2028

Aopartkosa iHpopmauin

Onwuc Cneyudikauin PesynbTaT
CeuHeub < 3.0 mr/kr Bignosiaae *
Kaamii < 1.0 mr/kr Bianosigae *
PryTs < 0.1 mr/xr Bianosigae *
Ben3o(a)nipen < 10 mKr/kr Bianosigae *
Cyma BeHso (a) nipeny, < 50 mKr/kr Bignosigae *
beHz(a)aHTpaueHy,

Benzo(b)dnoopaHTena i xpuseHy

Mikpobionoris

Onuc Cneyudikauin PesynbTaT

3aranbHe MikpobHe Yyucno <10% KYO/r (1mn) Bianosinae *
Kuwkosa nanuvyka He gonyckaetbes KYO/r (1mn) Bianosigae *
Opimapki <50 KYO/r ( 1mn) Bianosigae *
LBins <50 KYO/r ( 1mn) Bianosigae *
Salmonella spp. 25 r He A0ONYCKAETLCA Bianosigae *

*Lum s nigTeepayto, WO NPOAYKT BiAMNOBIAaE TexHiyHum cneurdikaluiam Ta Bignosigae sMmMoram Gesneku Xap40BUX NPOAYKTIB,
(Josigkosi AoKymeHTH: cepTudikaT aHanisy Ne 343 sig 25.03.2025)

CepTuoikalito cxsaneHo: William H. Wickham 09.04.2025




Delta Medical Promotions AG

QOetenbachgasse 26

8001 Zurich

Switzerland

CERTIFICATE OF ANALYSIS Ne 157

Product: Food supplement Bazooka Ivy elixir in bottle 120 ml
Batch: 2512304 Date: 09.04.2025
Quantity: 10 000,00 pcs.
Manufacturing date: 03/2025
Best before end: 02/2028

Additional information

Description Specification Result
Lead <3.0 mg/kg Complies *
Cadmium <1.0 mg/kg Complies *
Mercury < 0.1 mg/kg Complies *
Benzo(a)pyrene < 10 pg/kg Complies *
Sum of benzo (a) pyrene, benz (a) <50 ug/kg Complies *
anthracene, benzo (b) fluoranthene

and chrysene

Microbiology

Description Specification Result
Total microbial count < 10° CFU/g ( 1ml) Complies *
Coliforms not permissible CFU/g ( 1ml) Complies *
Yeasts <50 CFU/g (1ml) Complies *
Moulds <50 CFU/g (1ml) Complies *
Salmonella spp . 25 g not permissible Complies *

*| hereby certify that the product complies with technical specification and meets food safety requirements. (Reference documents:
certificate of analysis Ne 343 from 25.03.2025).

Certification approved:

William H. Wickham

D

09.04.2025
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