a DOLOXEN FAST | | Cmfﬁmw Iﬁém
AOJOKCEH ®ACT _ Ceprady
BATCH ( FRT§FK'ATE
CEPTH®IKAT HA CEPIKD
Product name: DOLOXEN FAST License No.: i e
Hasna npoaywuit: | OJOKCEH ®ACT Tinerssin No; | FP16/00172023

Pharmaceutical form, dosage: = ointment, 61.1 mg/g
 Mikapes ks dopma, Josveanng:  Math, 61,1 sedr
Stwrength/potency: | 1 g of ointment contains 61.1 myg of Methyl Salleylate
Coa aiVaousuicrn: | 1 r sash sierarn serwacaniumaary 61,1 mr
Type and size of | 50 g in 2 tube; 1 tube into a cardboard box with Ukrainian and English
packaging: | languages labeling
Bsut i poamip | no 50 ¢y vvbi. Tlo 1 1y6i 8 waprossiit kopobui 3 Maprysanius

YOUAKOBKH: | YKPATHCRROW T8 sHrIiich K0 MOBAMN

Batch No.z | Date of manufacture: | z
Cepis Ne: Pi837 Jars supofunuraa: L2925
Batch Size: hoxes Expiry date; | -
Poisip cepii: 12 000 KOpebhon Hpuaarenit no: 19,2028
Registration Certificate: UAIS39401/01 Unlimited from: 09.06.202 1
Peverpaniiine nocsiaenna; Heobmewmene 1

\\\\\

Manufacturer: | Laboratorios Basi- Industria Farmaceutica, 5.A., Parque Industrial

. Manuel Lourenco Ferreira, Lotes 8, 15 ¢ 16, Mortagua, 3450-232,

Partugal

Brpofinuk:  Taloparopiye Baci - Inaycrpia @apmacsworica, C.A., Hapx luayerpiaa

Manyeas Joypenca Geppeiipa, Jove 8, 15 1a 16, Moprarya, 3450232,

Hopryrania

Conclusion on confirmation of GMP Certificate No.: i Valid till:

. Bucnonok moge nitrsepyaenns ceprudivary HBIT No: ADTRRSICATIIS e no:
Analysis procedure vesults

Pesyanrarn np opeleniR aua. iy

, 19.11.2025

1. Dtscripﬁon {nntment greasy to the touck, yellow 1 p. 1 MOC, visually
colour, with a characteristic odour and Cornplies
uniform appearance.

1. Onwe Muzs machsHHeTa na aomek wostTyearoro | 0.1 MKH, sisyaieno

KOLUPY. 3 NapaKTepitiM 3aliaxom a
CULHOPILHR W3 BHTTIAAL,

2. Average mass 180 -20 1200 ¢
47.5-52,5 (500 )
2, Cepreaun maca 18,40~ 22 M (20,0 1

475 L8 S v (S0
3. Uniforemity of filling | = lﬂ,l}“w {20 g
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4+ 5.0% (50 g in-house methods
3. Oanopianicrs + 100 % (201 ) n.3 MEKSH, merouxi o e
axnunmrunu + 5,0 % (S 1) dipmn 0.6%: 0.5 %
4. pH (20°C) 55-95 P& MQC, 5.8
BurPh 2.2.3 -
4. pH (N ) 55758 .4 MKS, 5%
Eapon.dapw, 2.2.3 o
5. Identificstion of The retention time of the main peak inthe | p5 MOQU,
Methyl Salicylate chroesatogram of test solution showld Bur Ph. 2228
mm:ipﬁnw to the retention time of the Complies
main peax in the chromatogram of the
standard solution, obtained in the Assay
S, Lewrwinanis Ha xpomarorpasi suppobcsysasoro 1.5 MEA,
METHACR AN TR POMUEY, DREPIMRHIT (IPH KL LKR MY ErporDaps, 22,28
| HHIHAMCHHL, 4T NTPHMYRIHHS 0SHOBHOID Hiamosinae
| TR M BIANDBITATH HACY YTPAMYBIHHA
OEHOBHOTD THKS HE XPOMATCT P
‘ | POTIRHY NDPIBHAHI o
b, Assay 9 - 110 % of the label claim s MOQC, Bur Phe 970 %
2228 o
- b Kiassicne 20 110 % nig sesmnenod ciskoor & MKH, 97.0%
4 Fa o
SHIBNIEHRY Espon.@aps, 2.2.28
7. Microbdological Acoeptance valae of mderobinlogicat MO} p. 7, Bur Phe,
Purity* purity of product: 2612, 24613,514
- Total Aerobse Microbial Count (TAMC) Complies
~ 1P CFUg:
« Total combined Yeasts and Moulds Complies
Count {TYMCY ~ 10° CFLg;
- absence of Staphylococeus aureus per | Complics
&
- absence of Pseudomonas aeruginosa per | Complies
12
7. MixpoBieaoriana | Kpwrepifl opuinssreoeti MKA, n.7, €spon,
wHCTOTAY MiKpoBionoriuset WHCTOTH RPCNapaTy: Papm., 2.6,12,2.6.13,
- garanese Yaeio aepodue 5.1.4. Bianostaac
U sikpoopranisdis | TAMO) - 19° KY O,
~ JATRABHE YHCIO APDKIKOBNX Ta
reticencans pubis (TYMC) - 107
KYiyr,
- giacyTHicTs Staphylococcus aureus & 1
£
MOD.1080 4

ey




DOLOXEN FAST
JONOKCEH ®ACT

(L‘ertlii«te Nn". :

&CC&W&M i@l\!’rﬂ’l’ﬁ
‘ saﬂmcm: m!
; z:m,vs”zm 1% ?Swdﬁﬂmn&g aimginma 8 Bianosiac )
s derernnined for gach sixth batch
* BRasasacTaon L0 KOKHOT OCTOT CRpiT.
Labelling: Should correspond 1o the registered fabelling. Cornplies
Mupkyaauns: | TIOBHHHO 81 Z00KNATH BIPECCTPORANOMY MADKYBEHHID, Bunosiaae
Packaging: = Should correspond 10 the requirements of MQC. Complies
Tlawyuanng: = [Tobrinno slanosigar sumoras MICH, Bianouiaae

{ hereby certify fkm the abave information is authentic and avcurate, This baich of pfm{utf hus been
muannfoctured, inclading packagingFubelling and quafity control analysis, at the above mentioned vite in full
compliance with the GMP requirements of the local Regulatory Aathority and with the specificarion available in
registration dosvier. Protocoly of batch processing, packaging und unalysis records were reviewed and foand o be
in compliance with GMP. T hereby confirm that all production stages for this batck of finished prodict were
carried aut in full compliance with the reguirements specified in the currens GMP guidelines approved by the
Ministry of Health of Ukraine.

Flus a sacaiouyn, wie nasedens snuge ingopaanin © docmosipyose ma mosnon. L ceplio apodysuii dye
BUPODIEHE (BN naxyw;mm MAPIKYSAHHR] MU RPOREYEHO KoRmpoas 7 axocmi no SusEeInnaweniin

diassuai y noeniit gionosidnecnt 1 eusocca GMEP, SCRMARORIEHIMI MICREENM PELYARMOPEIN OPaNOM, 4
manaw aidnogiine du cnenndinayii, s siemumscn & peecmpaniinomy decse, ipomaroau supodnunmen,
RAKYAAWIA 190 QRAITHE )10 REPEXIRNYING MA KcTRanoatenD sionosionicms GMP. Hwn nidmeepincyw, wp eci
aupotnwl cmalt 0.0 Wit cepit sumosol apodyswit Bycta INRCHERE 8 ROBUIT BIOROKIOROCME 3 BINOIANY,
MR 8 whnnil nocmanoel 2 GMP, wamecponcenia Minicrmepemeam axoponu wopos’s Yxpaiua,

Name and position of person responsible Tor the spalysis: | Pedro Martins, Qualified Person
N pisame ta pocana ocobu, mo signorinac 3a asani Meapo Maprise, Yhossopaxena ocnba
Slgnature of person responsible for anatysis: e

P ‘“(W 5 # - R L T u‘:’;“—?‘%
Hianue ocoba, mo slanosiaae sa ananis: -

Name and position of person respansible for batch release: | Pedro \!&rﬁﬁs Qualified Person

(pizeume Ta nocaza ocodn, mo siznesinac 3a sxnyex cepil:  [lenpo Maprine, Y:ﬁtwmma oceby
Slpnature of person respoasible for batch relense:

Mianae ocolin, wio sinnosiaac e suryex cepit: M
Date of signature; ’/ Y
[ara pianncanns; AG7als 22
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Pharmaceutical form, dosage: = ointment, 61.1 mg/g
 Mikapes ks dopma, Josveanng:  Math, 61,1 sedr
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Batch Size: hoxes Expiry date; | -
Poisip cepii: 12 000 KOpebhon Hpuaarenit no: 19,2028
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. Manuel Lourenco Ferreira, Lotes 8, 15 ¢ 16, Mortagua, 3450-232,

Partugal

Brpofinuk:  Taloparopiye Baci - Inaycrpia @apmacsworica, C.A., Hapx luayerpiaa
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Conclusion on confirmation of GMP Certificate No.: i Valid till:
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, 19.11.2025
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1. Dtscripﬁon {nntment greasy to the touck, yellow 1 p. 1 MOC, visually
colour, with a characteristic odour and Cornplies
uniform appearance.
1. Onwe Muzs machsHHeTa na aomek wostTyearoro | 0.1 MKH, sisyaieno
ROBOPY, I NAPAKTEPIMM SANAXOM Ta Bianosinae
CELMOHIERY B3 RHTTIAZ, .
2. Average mass IBO-2202(2008) P2 MOC, ,M\
47.5-52,5(500 ) i hods £ s\ 10
2. Cepeann maca 18,40 - 22 Ar(200r) : HEPOAE R T 2
47,5 - 52,5 ¢ (50,0 1) TS =L AN ;/’Lﬂr
3, Uniformity of filling | = H}i}“w (20 g3 P NSNS %o: U5 %
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DOLOXEN FAST
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in-house methods

reticencans pubis (TYMC) - 107
KYiyr,

- glacyThicTs Staphyiococcus sureus & 1
r
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3. Oanopianicrs + 100 % (201 ) n.3 MEKSH, merouxi o e
axnunu:unu + 5,0 % (S 1) dipmn 0.6%: 0.5 %
4. pH (20°C) 5575 P& MQC, 58
BurPh 2.2.3 -
4. pHNT) 55758 .4 MKS, 5%
Eapon.dapw, 2.2.3 o
5. Identificstion of The retention time of the main peak inthe | p5 MOQU,
Methyl Salicylate chroesatogram of test solution showld Bur Ph. 2228
mm:ipﬁnw to the retention time of the Complies
main peax in the chromatogram of the
standard solution, obtained in the Assay
S, Lewrwinanis Ha xpomarorpasi suppobcsysasoro 1.5 MEA,
MOTHACHAMN AN T3 POMUEY, DREPIMRHIT (IPH KL LKR MY Erpomn.Daps. 2,228
| BHIHANCHAI, 4AC NTRHMY BAKHS (K HOBHO D Hiamosinae
| DIRA MAE BIANOBLIATH YACY YTPAMYBAHHA
OEHOBHOTD THKS HE XPOMATCT P
: | POTIMHY TIDPIBHANIS o
b, Assay 9 - 110 % of the label claim s MOQC, Bur Phe 970 %
2278 o
- b Kiassicne 20 110 % nig sesmnenod ciskoor & MKH, 97.0%
_SHIBUMEHRY Espon.@apm. 1.2.28 sl
7. Microbdological Acoeptance valae of mderobinlogicat MO} p. 7, Bur Phe,
Purity* purity of product: 2612, 24613,514
- Total Aerobse Microbial Count (TAMC) Complies
~ 10 CFUrg;
« Total combined Yeasts and Moulds Complies
Count {TYMCOY - 10° CFLg;
- absence of Staphylococeus aureus per | Complics
i
- absence of Pseudomonas aeruginosa per | Complies
12
7. MixpoBieaoriana | Kpwrepifl opuinssreoeti MKA, n.7, €spon,
wHCTOTAY MiKpoBionoriuset WHCTOTH RPCNapaTy: Papm., 2.6,12,2.6.13,
- garanese Yaeio aepodue 5.1.4. Bianostaac
U sikpoopranisdis | TAMO) - 19° KY O,
~ JATRABHE YHCIO APDKIKOBNX Ta Bixnosisae
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Tlawyuanng: = [Tobrinno slanosigar sumoras MICH, Bianouiaae
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muannfoctured, inclading packagingFubelling and quafity control analysis, at the above mentioned vite in full
compliance with the GMP requirements of the local Regulatory Aathority and with the specificarion available in
registration dosvier. Protocoly of batch processing, packaging und unalysis records were reviewed and foand o be
in compliance with GMP. T hereby confirm that all production stages for this batck of finished prodict were
carried aut in full compliance with the reguirements specified in the currens GMP guidelines approved by the
Ministry of Health of Ukraine.

Flus a sacaiouyn, wie nasedens snuge ingopaanin © docmosipyose ma mosnon. L ceplio apodysuii dye
BUPODIEHE (BN naxyw;mm MAPIKYSAHHR] MU RPOREYEHO KoRmpoas 7 axocmi no SusEeInnaweniin

diassuai y noeniit gionosidnecnt 1 eusocca GMEP, SCRMARORIEHIMI MICREENM PELYARMOPEIN OPaNOM, 4
manaw aidnogiine du cnenndinayii, s siemumscn & peecmpaniinomy decse, ipomaroau supodnunmen,
RAKYAAWIA 190 QRAITHE )10 REPEXIRNYING MA KcTRanoatenD sionosionicms GMP. Hwn nidmeepincyw, wp eci
aupotnwl cmalt 0.0 Wit cepit sumosol apodyswit Bycta INRCHERE 8 ROBUIT BIOROKIOROCME 3 BINOIANY,
MR 8 whnnil nocmanoel 2 GMP, wamecponcenia Minicrmepemeam axoponu wopos’s Yxpaiua,

Name and position of person responsible Tor the spalysis: | Pedro Martins, Qualified Person
N pisame ta pocana ocobu, mo signorinac 3a asani Meapo Maprise, Yhossopaxena ocnba
Slgnature of person responsible for anatysis: e

P ‘“(W 5 # - R L T u‘:’;“—?‘%
Hianue ocoba, mo slanosiaae sa ananis: -

Name and position of person respansible for batch release: | Pedro \!&rﬁﬁs Qualified Person

(pizeume Ta nocaza ocodn, mo siznesinac 3a sxnyex cepil:  [lenpo Maprine, Y:ﬁtwmma oceby
Slpnature of person respoasible for batch relense:
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oo™
~ DOLOXENFAST T ~ CertificateNo.: | e
__JOAOKCEH QACT | _ Ceprudisar N: § 31621!?2#25
BATCH CERTIFICATE
CEP'II!KD!HATHALFPIIG B _ —
Productname: DOLOXEN FAST ; Lisense No.: | :
__Hassa npoaykuil: | ,Eit’.l.fl{)h(’E’.H ®ACT o Jlinensin M | Fﬂ!ﬁ!ﬂﬂl&ﬁﬁ

Pharmaceutical form, dosage: | ointment, 61. tmg.’g
_likapeska dopva. aosynanun: Lma:m,ﬁl Parly o
Strength/potency: | 1 g of ointment contains 61.1 mg of Methyl Salicylate 3
_Cuaa piVastusicn: | 1 v masi micTirs MeTHAca IMAATY 61,1 My
Type and size af 50 g in a tube; 1 tube into 5 cardboard box with Ukraintan and ilngluh
packaging: ’ languages labeling

Bux i poamip ; no 30 vy vyv6i. 1o 1 ry6i u waprounift wopobui 3 mapxysannas
______ ynaxonku: | p.pnmcwom Ta HCNichicon MoBaMKR

Batch No.: PLE3S ] Date of manufacture: i 10/2025
Cepin Ng: | _Aara supodnmsraa; | - o
Batch Size: | ~ boxes Expiry date: | i
__ Poasip cepil: | L=} _ kopoabok T Mpnaatkuil ae: :{}9121328
Registration Certificate: Unlimited from: |

Peccrpmmmnwnmmmﬁ I UA/15394/01/03 Heobwemene 3: | 09.06.2021

Manufacturer: | ' Laboratorios Basi - Industria i-armaceutica, S.A., Parque Industrial
| M;mm,l Lourenco Ferreira, Lotes 8, [5 ¢ 16, Mortagua, 3450-232.
| Portugal
Bupobun: | JlaGoparepiye Baci - lnaye rpia @apmackwrixa, C.A. apx lnaycrpias
Manven Joypenco Oeppefipa, Jove 8, 15 1a 16, Moprarva, 3450-232,

Mopryraaia ) )
Conclusion on confirmation of GMP Certificate No.: | Yalid till:
. Buenosox mone iy reepIRenss ceprudinary HBII Ne: | ‘Mmz&p R I Miese: | 10 IIJGZS
Anpalysis procedure resulm /
e PEYABTATR tpoBeacHN RuAIEY e

. NAMEOF T s R e e s e e T OL ST e
éi’ ﬂ _ SPRISGE Yy vl T i
§ Msﬂmm
_ £1, l}curiptmn Qintment greasy 1o tie touch, yellow P p. I MOC, visually
; | eolour, with a characteristic odour and ! Complies
S ey UTfOTM SppEarAnGE,
- 1. Oune | Matk sacaniucrs s somm mas'ruaamm ‘ 01 MKA, sisyansho
§ | KQILOPY, 3 XAPAKTEPHRM SANIA0M 12 : Bignouisae
: ot mmguﬂa HaRMIOAL. : N
' 2. Average mass 180 - 220 g (200 ) P2 MOC, '
i il 5___.,‘.23__54%_{ ABY in-house methods ol d
- 2. Cepenna maca 180 - 201200 1) | n.2MKR, wetoanka |
b e AT =525 (S0BY L bipae ; 509 r
3. Uniformity of filling 1 100", {"’[%3’1 L3 MQC . L DA GEY

MOD.1080 4
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basi

no=

- DOLOXEN FAST Certificate No.; |

| AQJIOKCEH ®ACT _ __ Cepruspiscar No: [

5 . NAMEOF '

i PARAME'I‘W ACCEWMLEMS T

!ﬁﬂﬂ'&’m m METC o mwlb?ém

Hﬁm ~KOHTPOIO |

i A (50 ) in-house methods e

' 3. Ounopiawicts ', L 10,0 % {2} D3 MEST, meto Mk -

| uamopueuny L A30% S0y h dipsn R .

4 pH {20°C) 18578 . pd MOC, 55

b o s e BwPh223 | =

4. pH20C) 5573 - 04 MK, % 58 |

_____ an-m! Dapw, 2.2.3 ;Q e e

- 5. ldentification of " The retention time of the min peak inthe | p.S MOC, |

- Methyl Salicylate - chromatogram of test salution should f Eur Ph. 2.2.28 !

: i corresponds to the retention timne of the i Complies

i main peak m the chronutogram of the
|_standand solution. obtained in the Assay
5. Laewrudixani ¢ Ha xposarmorpari shipefiosysaioro n.3 MK4,
- wernacastiuniar | POBMHHY, QISPREHIR OPH KIRLKICHOMY Eapon.cbapw. 2,228
m.umwcm-i‘i* 430 Y TPMMYBAHHS OCHORHOID Bitnoninar
FNiKa MAC BLATIOBIATW YECY YTPHM Va1 N

: . | OCHORHOTO NIKA 13 XPOMATOCPas

oo | POTMHY OpiBMENSS

| 6. Asvay | B0 - 110 % of the label claim p6 MQC, Eur Ph, 95 02

| 22.2% | AeaaR

- 6. Kiavkicne - 90 - 110 % sisy zawpnenol KUmKoCT |6 MKA, ' 05.0 %

. BHIRAMCHAN . . e EBpORapM. 12.JE o R,
7. Microbinlogical Acceptance vaiue of icrobiclogical “MQC p. 7, Eur Ph., i
Purity* - pusity of product: 2612,2613.5.0.4

: - - Total Aerobic Microbial Count { TAMC } Complies

i - 10 CFUg;

i | - Total combined ¥easts and Moulds Complies

j | Cmml (TYMC) - 10 CFUg;

: |« ahsence of Staphylococcus aureus per | Complies

E.
f absence of Pseudomonas aeruginosa per Complies
7. MixpoBioacrisns hpm-epﬁi npm’-tﬂnruaﬂt { MKA, o 7, Capon.
wncTora* - MIXpOGIQNIOIIHHOT 4HCTOTH Npenapary:  Dapw., 2.6.12,2.6.13,
| - 3AransHe YHEAO aepobiHx 514, Binnosinae
- mixpoopranimis (TAMC) - L0° KYO/ir, {
| < 3ATANLKE MHCA0 APHKIKDENN T | | Binnosinas:
natcexerdx rpudia (TYMCO) - 1 5 i
| I{?O& % i
| - mineyisicrs Staphylococeus aureus s 1| Branoeiaae '
O . .. S e i

MOD.1080_4
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basi
Do

_ DOLOXENFAST | Certificate No.: |
L AOTOKCEH®ACT |  ~ Ceprugisar No: |
BN e e
| PARAMETERHAR | ACCEPTABLELIMITS
| MEHVBAHHA | JIODVCYMMIMEAT
W LT R N e i T
ir - sigey raeTs Pseudomonas acruginosa a

: 1y

It 15 determuned for each sixth batch.
- "Busmadacreen ana kownol wiosTol cepii,

'I:ahelling; [ Should cr.am;xﬁsd 1o the ru'\.:gfsiéa"s.ﬂhi;%ﬂlei'}mg. (omplae;m

!
|
%
i
|

.. Mupxysanuu: | Cosumwo gianosigarn AP TPOBIHOMY MIPKYBANHS), . Blanosind
Packaging: | Should correspond to the requirements of MOC | Complies

. Mesynamnm: | Dot B0 LW Hawen i MK, ._.J.._ Biawvuizn
Fhereby certify that ihe above information & wisthentic and accurate, This batch uf product kras been
munsfactured, inclading packaginglubelling and quudity control analysis, af the above mentioned site in fult
compliarce with the GMP requirements of the local Regulatory Anthority and with tie specification available in
registration dossier. Protocols of batch processing, packaging and analysis records were reviewed and found 1o be
in compliance with GMP. [ hereby confirm that uff production stages for this batch of finished product were
carrivd out in full compliance with the reyuirements specified in the current GMP guidelines approved by the
Ministry of Healtl of Ukreaine.

L{sw & sacwiduym, o nasedena ensuge INPOPMEAIIR € BoCmOsipHon ma moynowK, Um ceplsr npodyinit 6y

aupobirens fex-ovarnicu PHIKPRONNRMAPKYEANHS) Ml RPOSEDENO KONMPOTs IT ANOCHY NG RUMENLINASeHiR

OLIHUIT ¥ nognile sidmoeionocmi 1 sumozan GMP, gcmanodaennsn sicuesis pesy.inmopnan OPHINOM, G

AKGIN sidnosidne Do Creuudicnid i, we wiemamses & peccmpaniinomy docke. llpomoxo. i supoduwimea,
RAKYOQNNA PNT UHAILNE Y10 REPEIRNYING M SCTUNOETIeN 0 Sitnasidnicme GMP. I{un niomeepdncyo, mo aci
AUPHGNLNT CraiT Oan wici cepli zomoavi Rpodyxuyll @y 1w ydiscnent & nosnii sidnosionocmi 1 aunozanu,
s SUIHANEHILMA 8 AURREL iacmarioe ) GMP, samueposcenis Minicmepcmeny axoponu wopos'r Yepainu.
Name and position of person responsible for the analysis: . Pedro Martins, Qualified Person

lpisenme Ta nocanz ocobu, Wo Rlanosliac s annais | [leapo Ma priuc, ¥ gonuonakens ocobe i
Sigaature of person responsibie for analysis: . {

g e TVNNE ocobn, wo slanosinas smanaan: | oo o .-
Name and position of person responsible for batch release: | Pedro Martins, Qualified Person

- Tlpissume Ta nocaan ocobu, wo sianosis sa snuyex cepii: | [lexpo ﬁtgg_%glﬁygmelltm ]
Signature of person responsible for batch release: | [ oo Sk ?

o HAMME 0COGW, M0 winnoinae 1m BuByek copil: | o sanerc S,
Datc of signsture: . |

T TR —————

MOD, 1080 4
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