AEPKABHA CJIY)KBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHKIN OBJIACTI

npos. Ceitmanoi Hanii, 3, m.Kuis, 02099, ten/pakc: (044) 363-06-50
E-mail: dls. ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO SIKiCTH BBE3€HOI0 B YKPAiHy JiKapchbKoOro 3acody

15.03.2024 Ne 10625/24/10

IBYIIPOM CITPUHT MAKC

(HaiiMeHyBaHHs J1iKapchKOro 3aco0y 3ri/IHO 3 PEECTPALIHIM 0CBITYCHHSM)
Kancy/u m'siki mo 400 mr; mo 10 kamncy. y 6.icrepi; o 2 6aictepu B KapToHHiii KopooOui

(dbopma BHITYCKY, JI03yBaHHsI, BU/ IaKyBaHHSA JIIKapCLKOro 3aco0y)
Homep peecrpaniitnoro nocsiguenns UA/13880/01/01 crpox aii peecrpauiitnoro nocsimuenns 01.01.2099
Cepis mikapcskoro 3acoby Ne U1313231 KinbxicTs BBE3eHOTO NiKapcskoro 3acoby 9600

BupoGuuk TOB IOC ®apwmauisi, [Toabiua

(nalimenyBanns BUPOOHHKA JIKAPCEKOro 3ac06y, KpaiHa MOXOHKEeHHS)

Beeseno B Vpainy Tosapucrso 3 06meskenor BixnosinaabuicTio "JIEJIBTA
MEJIKEJI", inenr. xon: 39448817

(HalimMenyBaHHs Ta ko 3a €J[PITOY OpUIMYHOT 0cobu abo npizeulLe, iM'S, 10 6ATHKOBI ¢$iznynoi
0colwu - nianpuemIs, Ti Miclle IPOKMBAHHSA Ta peecTpaliiHuii HOMEP 00/1IKOBOT KapPTKH IIaTHHKA
nojarkis abo cepis Ta Homep nacrnopTa)

ITpoTokon Bizyanbnoro kourpomo Bin 15.03.2024 Ne 0443/1.

3a  pesynbTaTamu JIEpXKAaBHOTO KOHTPOMIO BCTAHOBJIECHO, IO mKapchkni  3aci® BBeseHo B Vkpainy 3

AOTPUMAHHSAM BHMOT 3aKOHOJABCTBA II0/10 3a0€3MCUEHHS SIKOCTI JMKapChKUX 3aCO0iB.
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USP Zdrowie

Ceptudikar sikocti Ne080000028705
Certificate of quality # 080000028705

A

/

Lium st 3acBiaMyto, o HaBeaeHa BuLLe iHhopMaLlia € AOCTOBIPHOIO Ta TouHol. Lito cepito npoaykuii 6yno aupo%-
BKIOYAIOMM NaKyBAHHA/MAPKYBaHHA Ta NPOBeHeHO KOHTPOMb 1i AKOCTI Ha BUwWe3asHaveHii AinbHWUl y N
pignosigHocti 3 Bumoramu GMP, BCTaHOBNEHMMM MICLIEBUM PErynaTOpHUM OPraHoOM, a TaKox sianosiaHo.A0
cneuudikauii, Wo MICTATLCA y peecTpauiiHoMy AockE KpaiHu imnoprepa. lMpoTokonu BUpOGHULTBA, NaKyBaHHA. Ta
aHanisia 6yno nepernaHyTo Ta BCTaHOBMNeHo BignosigHicTs GMP

/

\

| hereby certify that the above information is authentic and accurate. This batch of product has been manufacfurgdy™s
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 Authorization ofsthe .
importing country. The batch processing, packaging and analysis records were reviewed and found to be_ in=
compliance with GMP. -

MNocapa Ta npizeuue ocobu, Aka BuAae A03BIN Ha BUNYCK cepii:
Position and name of the person authorizing the batch release:

)]

..-’:”
YnoeHoBaxeHa ocoba: Iza Lakota - -
Qualified Person: Iza takota B
a—
Mignuc: % £ (. [ata nignucaHHA: (L. 202 3 =
Signature: \.._, o 022" Date of signature: 23 : ”\
NEYATKA ———
STAMP —
”‘
US PHARMACIA Sp. z 0.0. ———
ul. Ziebicka 40, 50-507 Wroctaw
NIP: 899-14-32-89& Regon: 011213010 .
“a) -
-
—
—.M'

VI

/

t |
f L]

'\

\VZRYHY

i
/

\

A

\VRYhY}

{
/

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland 6/6

N\

\




- ,:
o N‘
"‘"\
Q S
USP Zdrowie -
Ceprudikar akocti Ne080000028705 a—
Certificate of quality # 080000028705 —_—
...
-
HawmenyBaHHA npoaykuii: IBYNPOM CMPUHT MAKC, kancynu mM'aki no 400 mr e P
Name of product: IBUPROM® SPRINT MAX, soft capsules, 400 mg - -
Oepxapa-BUpPOGHUK: Nonbwa P
Manufacturing Country: Poland -t
Homep peecrtpauiiHoro e
rMOCBIAYEHHA: UA/13880/01/01 ~ ple—
Registration certificate number: —
Cuna pil/akTUBHICTb: 1 kancyna M'Aka MicTuTb: ibynpodeHy 400 mr C L
Strength/Potency 1 soft capsule contents: ibuprofen 400 mg P L
Nikapcbka dopma: Kancynu m’siki no 400 mr ] b
Dosage form: Soft capsules 400 mg L
Po3mip Ta TUN NakyBaHHA: no 10 kancyn y 6nicrepi, no 2 6nicrepy/v B KapTOHHIN KOPOO L e
Package size and type: 10 capsules in blister, 2 blister(s) in carton package ol ™
Howmep cepil: U1313231 -
Batch number: .

p Py -
Posmp‘cepn. 17 785 ynakosok / packs *1T -
Batch size: | —
[ara BupobHuUTBa: ——

10.08.2023
Date of Manufacturing: - —
[arta 3aKiHYeHHA TePMiHy P
NPUAATHOCTI: 31.07.2026
=L ——
Expiry date: o ] PR
HavimeHyBaHHSR, BUPOGHULITEO Ta KOHTPOSbL AKOCTI NPOAYKTY in bulk, KOHTPONb B~ '
MiCUE3HAXOKEHHS, npoueci BUpo6HUUTBA, KOHTPONL Cepii =
" - Mareon Codpraxenc b.B. | —
HOMSPM RisHsll 1A [e MocTxopHcTpaar 7, 5048 AC Tin6ypr, Hinepnauau -
ceptudikatu BianosigHocTi GMP | Homep niyeHsii: 4955 F -
BCiX AiNbHUUb 3 BUpOGHUUTBA cepTudikat signosiaxocTi GMP: NL/H 23/ 2048508 e "'”
Ta KOHTPONIO AKOCTI: B ol i
MepBUHHE Ta BTOPUHHE NaKyBaHHA, KOHTPONb T3 BUNYCK cepil:~ |
TOB 10C ®apmauis, . -
Byn. 3em6uuka 40, 50-507 Bpounas, Monbwa "
Homep niuexsii: 041/0099/15 e
cepTudikar signosigHocti GMP: " -
IWSF.405.26.2021.1P.1 WTC/0099_01_01/101 a N
—
KoWtpons cepii: o
Mpokci llabopatopis 5.B. -
Apximepecser 25, 2333 CM lNengen, Hinepnanan P -
HOMep niuensii: 4577 F PREE 1
cepTudikat BignosigHocTi GMP: NL/H 22/2039333A ™

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland 1/6
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USP Zdrowie -
T i ——
CepTtudikar sskocti Ne080000028705 T —
Certificate of quality # 080000028705 e —
Name, Manufacturing and quality control of in bulk, in process control, ese=|*"
address, batch control: S e
license number and Patheon Softgels B.V., T
certificate of GMP De Posthoornstraat 7, 5048 AS Tilburg, the Netherlands o—
Compliance ofall license number: 4955 F ey LN
manufacturing and quality control | certificate of GMP Compliance: NL/H 23/2048508 -
sites: -
Primary and secondary packaging, control and batch release: .|
US Pharmacia Sp. z 0.0, O b
ul. Ziebicka 40, 50-507 Wroclaw, Poland P e
license number: 041/0099/15 -l
certificate of GMP Compliance: - .
IWSF.405.26.2021.IP.1 WTC/0099_01_01/101 -
el
Batch control: o
Proxy Laboratories B.V. Rl -
Archimedesweg 25, 2333 CM Leiden, the Netherland e |
license number: 4577 F |-
certificate of GMP Compliance: NL/H 22/2039333A - ~
_
ey
Ne MokasHuk MeToa KOHTPONO Bumoru cneuudikauii Peaynbratu~ :'
KOHTpONK . -
Parameter Method of control Requirements of specification The results of """
control =7
- —
1 & = .
' Osan.Hi M'sKi npo3opi -_ 1
3oBHiwHin Burnag 8°FP BisyanbHuUi KOHTPONb | KenaTuHoBi Kancynu ceitno - Bianosinag
KOBTOFO KONbLOPY. - \‘
Pal Il I-shaped - =
BP.FP ; ale yellow oval-shape .
Appearance visual control transparent soft gelatin capsules. Complies | -
S
2. Poananauuﬂﬂaa €sp. Papm. 2.9.1 He Ginbwe 15 x8 O XB o e | o
adl ~ ”_.‘."
Disintegration &° Ph. Eur. 2 9.1 Not more 15 min amin |
-
3. |lmenTudikauin - :..
i6ynpodeny B° w |
- recTt A (BEPX) MeTopq BUpOOHUKA Bianosigae Bignosinae o
€8p. apm. 2.2.29 - \‘
- tect B (YO - meToA) MeTop BupobHuka Bianosigae BIAnoainaé"r o
€sp. Papm. 2.2.25 —
Identification of ibuprofen B° .
- test A (HPLC) Manufacturer's Complies Complies.. :
method T
Ph. Eur. 2.2.29 i
a7y
- test B (UV — method) Manufacturer's Complies Complies _ ~ -
method P e
Ph. Eur. 2.2.25 o fo
4 OpHopigHiCTL A030BAHKUX ol *ﬂ\\
oavHnub B° Eup. apm. 2.8.40 Bignosinac €sp. ®apm. 2.9.40 Bianosinagges |
———
Uniformity of dosage PO NG 8o\ :
Units & . Eur. 2.944k : 6 Eur. 2.9. Complies s

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland
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CepTtudikat akocti Ne080000028705
Certificate of quality # 080000028705 .
-—
e
e
g S
BP xoHTpONbL 6anka npu BUNYCKY -
FP KOHTPONL FOTOBOrO NPOAYKTA NPU BUNYCKY "y,
** [p1 BUNYCKY: TECT He PYTUHHUA: NTPOBOANTLCA Ha nepnx 10 cepifx, a NOTiM Ha KOXHiW 10-1 cepii abo pa3 -
Ha piK. o
p / —
B° Parameter controls on the product in bulk at release - —
FP parameter controls on the finished product at release —
** Release: is not carried out routinely, it will be carry out on the first 10 batches and on each 10-batch or once per -
year. - .
Danum 8 niaTBepAXYHO, WO YA NapTia € BignoBigHoI 3aTBepAKeHOI cneuumdikauii. -
| herewith certify that this batch complies with approved specification. - :
R it
NpeacTasuuk KepiBHuKa KOHTPONIO AKOCTI / YnosHoBaxeHoi ocobu:Justyna Kowalczyk R
Under the authority of the Head of QC/Qualified Person: Justyna Kowalczyk e,
s M pa -
ipnuc: Ta NigNUCaHHA: Y4 44 97 P
Signature: 7 _/_,/ Date of signature: 21 11, 273 -
« Ere= -~
NEYATKA "\
STAMP T
US PHARMACIA Sp. 2 0.0. ~
ul. Ziebicka 40, 50-507 Wroctaw o
NIP: 899-14-32-894; Regon: 011213010 - =
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USP Zdrowie —
’ -~
CepTtudikar sikocti Ne080000028705 -
Certificate of quality # 080000028705 Sk
Products of the —
decomposition of ibuprofen ——]
HRLS) < 0,8 % relative to ibuprofen < 0,1% P
- PEG-esters of ibuprofen 0 o P B2y -
. <01 % < 0,05% -
- Sorbitol ester - 1 : i
; <01 % < 0,05% ],
- Sorbitol ester - 2 <10 % < 0.1% i
- Amount of ibuprofen s 2 B —
esters -
P 15 | £l —
2 .(4 'nsob'utylphenyl) Manufactur's < 0,1 % relative to ibuprofen < 0,1% e |
propionic acid N L)
(2,4-1BPA) Meinga ‘ -
e Ph. Eur. 2.2.29 -
0, i H 0, -
isobutylacetophenone <0,1 % relative to ibuprofen < 0,1% P .
(PIBAP) e
- individual unknown 2 ; Fosce
impurity (relative to < 0,1 % relative to ibuprofen < 0,1% :---
ibuprofen) - il
- total of products of the i : : . =
decomposition of Ibuprofen 50,2 % relative to ibuprofen < 0,1% -l
(except of esters) it ™
8. - )
e
1) 3arankHa KinbKicTb <1 KYOIr ., -
aepo6HUX MiKpoopraHismis ’ -
T €ap. ®apm. 5.1.4/ (TAMC): < 10° KYOIr il
qnc'ro'-)ra p 1) Erp. ®apm. 2.6.12 2) 3aranbHa KinbKicTs <1 KYO/r e | —
2) €sp. ®apm. 2.6.12 NNecHeBUX Ta APINAKOBUX . N
3) €Bp. Papm. 2.6.13 rpubis -
2 e N
(TYMC): £10 KYOIr - |-
3) Escherichia coli: siacytHiB 111  gigcyTHi B 1w _:
]
S—
|
1) Total aerobic microbial count — -
5 3 < 9 o
Ph. Eur. 5.1.4/ (TAMC): 510" CFU/g —t
s . y e EP 1) Ph. Eur. 2.6.12 . 4 -
Microbiological purity 1) Ph. Eur. 2.6.12 2) Total combined yeazstfmoutds - CFUIQ-I"
1) Ph. Eur. 2.6.13 count (TYMC): < 10° CFU/g I oy
3) Escherichia coli: absence in 1g absnritin 18 |
el
ol NLd -
— "
_
-
-P’..._\.
-
-
A
m—
.—-"’-
.
.
—
—
e
% - -
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US Pharmacia Sp. z 0.0 g L
ul. Ziebicka 40, 50-507 Wroclaw, Poland 4/6




Q

!

L Y

TR %
.}M\;i.f

US Pharmacia Sp. z 0.0

ul. Ziebicka 40, 50-507 Wroclaw, Poland 3/6

)
USP Zdrowie -t
R
Ceprudpikar skocti Ne080000028705 .
Certificate of quality # 080000028705 - —
5. | BmicT iGynpocpeny 5 MeTon Bupo6Huka R C
(BEPX) €sp. ®apwm. 2.2.29 380,0 — 420,0 mr/ kanc. 410,7 mr/ kane* |
Assay of ibuprofen ®° Manufacturer's method C il ‘:\
(HFLC) Ph; Eur. 2.2.29 380,0 — 420,0 mg / caps 410,7 mg/ cag_'s" s
—
6. =™
i €sp. ®apm. 2.9.3 He NpoBOAUTRLEA |
8p 9 :
Po3unHeHHA MeToR Bnpo6HHKa 2 75% (Q) 3a 30 xBunuH o
e
-
Ph. Eur. 2.9.3 , e il
**Dissolution 87 Manufactur's 2 75% (Q) per 30 minutes not applicableZ L
method - ’:‘
7. [poRyKT# po3KNanaHHA P
[ibynpocheny B° (BEPX) -
il e
-~ - —
- MET- edpipu iGynpodery < 0,8 % BinHOCHO iGynpodeHy < 0,1% :""' \‘
-
o
rEqip ogbey- 1 < 0,1 % < 0,05% O
pa——
il hised
L Echip copbity - 2 <0,1% < 0,05% 4 ™.
{ -
- Cyma edpipis iGynpodeHy < 1,0 % < 0.1% — :-;:,
MeTon BupoGHuka |
- 2-(4-1306yTundpenin) €8p. dapm. 2.2.29 -
nponioHoBa KUCNoTa < 0,1 % BiaHOCHO iGynpodeHy < 0,1% -
(2,4-IBPA) oy -
- napa- -
izobyTunaueToeHoH < 0,1 % BigHOCHO iBynpodreHy < 0,1% e, -
(PIBAP) ad P4
s
- inguBiayanbHoi < 0.1% o >
HeBiAOMOT AOMIlIKY < 0,1 % BigHOCHO iBynpodeHy : e
(sinHocHo iBynpodeny) :""
e |,
L cyma npoAykTiB posknagy i -
iGynpodpeny (He < 0,2 % BigHOCHO iGynpodenry < 0,1% - T
paxoByouu edipm) B
[ —
——a
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USP Zdrowie

Ceprudpikar akocti Ne 40000048612
Certificate of quality # 40000048612

HainmeHyBaHHA Npoaykuii:

IBYNPOM CMPUHT MAKC, kancynu m'aki no 400 mr

Name of product:

!_BUPROM@ SPRINT MAX, soft capsules, 400 mg

Oepxaea-BUpOBGHHK: Monswa
Manufacturing Country: Poland

Homep peecTpauitHoro

nocBigYeHHA: UA/13880/01/01

Registration certificate number:
Cwna Aii/akTMBHICTL:

1 kancyna M’sika micTuTb: iBynpodeHy 400 mr

Strength/Potency 1 soft capsule contents: ibuprofen 400 mg
Nikapcbka opma: Kancynu m'aki no 400 mr
Dosage form: Soft capsules 400 mg

Po3mip Ta TUN NakyBaHHA:

no 10 kancyn y 6nicTepi, no 2 6nicTepy/u B KapTOHHIX kopobui

Package size and type:

10 capsules in blister, 2 blister(s) in carton package

Howmep cepii:
U1410631
Batch number:
Poamip cepii:
14.855
Batch size: ynakoBok / packs

fara BupobHuUTBA:

MiCLIe3HaXOQKEHHS,
HOMepH NiueHsin Ta

ceptudikaTv BignosigHocTi GMP
BCiX AiNbHMUL 3 BUpobHUMUTBA
Ta KOHTPONH AKOCTI:

05.03.2024
Date of Manufacturing:
[NaTa 3aKiHYeHHRA TepMiHy
NPUAATHOCTI: 28.02.2027
Expiry date:
HaimenyBaHHS, BupoBHMUTEO Ta KOHTPONL AKOCTI npoaykTy in bulk, konTpons & npoyeci

BUPOGHULTBA, KOHTPONL cepli :
Nareon Copraxenc 6.B.

DNe NocTxopHcTpaart 7, 5048 AC Tin6ypr, Higepnaxan
Homep niueHali: 4955 F
ceprudikar BignosigHocti GMP: NL/H 23/ 2048508

MNepBUHHE Ta BTOPWHHE NaKyBaHHA, KOHTPONL Ta BUNYCK cepil:
TOB HOC ®apmauin,

syn. 3embuuka 40, 50-507 Bpounas, Monbwa

Homep niuewaii: 041/0099/15

cepTudikaT BignosiaxocTi GMP:

ISF.405.3.2024.IP.1 WTC/0099_01_01/4

KonTpons cepii:

MNpoxci NNaBoparopia B.B.

Apximenecser 25, 2333 CM llengeH, Hinepnanau

womep niyensii: 4577 F

ceptudikar BianosiaHocTi GMP: N L/H 22/2039333A

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland

1y, -
Wit xo™
aeaﬂmg'n*“‘é 2

21004 Tllo

116 ﬂ—a:a_:;;mn Date and signa
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USP Zdrowie
Ceprudikar sxocti Ne 40000048612
Certificate of quality # 40000048612
Name, Manufacturing and guality contro! of in bulk, in process control, batch
address, control:

license number and
certificate of GMP
Compliance of all

manufacturing and quality control

Patheon Softgels B.V.,
De Posthoornstraat 7, 5048 AS Tilburg, the Netherlands
license number 4955 F
certificate of GMP Compliance: NUH 23/ 2048508

sites: Primary and secondary packaging, control and batch release:
US Pharmacia Sp. z 0.0.,
ul. Ziebicka 40, 50-507 Wraclaw, Poland
license number: 041/0089/15
certificate of GMP Compliance:
ISF.405.3.2024.1P.1 WTC/0099_01_01/4
Batch control:
Proxy Laboratories B.V.
Archimedesweg 25, 2333 CM Leiden, the Netherland
license number: 4577 F
certificate of GMP Compliance: NL/H 22/2039333A
Ne MokasHnk MeTog KoHTpOnO Bumoru cneundikauii PesynbTatu
KOHTpONK
Parameter Method of control Regquirements of specification | The resuits of control
1. "
OsanbHi  M'aAki  npoaopi
3osHiWwHIA BUrNAg BisyanbHWA KOHTPOn | KenaTuHoBI kancynu ceitno Binnosipae
— HOBTOrO KONbLOPY.
Pale yellow, oval-shaped
Appearance visual control transparent soft gelatin Complies
capsule.
2. |Po3napaHHA €ep. ®apm. 2.9.1 He Ginbwe 15 x8 7 xB
Disintegration Ph. Eur. 2 9.1 Not more 15 min 7 min
3. | lnenTudbikauin ibynpodeny | Mevon BupobHuka Bignosinae Binnosinae
- rect A (BEXX) €ep. Papm. 2.2.29
|dentification of ibuprofen Manufacturer's Complies Complies
test A (HPLC) method
Ph. Eur. 2.2.29
4. | lnenTudpikauis ibynpodeHy
-TecT A
(BEPX/ Y®—cnekTp)
la6o MeToa BupobHuka Bignoeipac
-t1ecT b €sp. Papm. 2.2.25
(YO® — meTon)

US Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Pcland

216

Data Ta nignue/ Date and signatu
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USP Zdrowie

Ceprudikar sakocti Ne 40000048612
Certificate of quality # 40000048612

dentification of ibuprofen Manufacturer's
- test A (HPLC/UV spectrum) method Complies Complies
or Ph. Eur. 2.2:25
- test B (UV/VIS)
5
OgHopigHicTs A030BaHUX Bianosigac €sp. ®apm. .
ORMNML €sp. ®apm. 2.9.40 2.9.40 Biannosipac
nlonmify of osage Ph.Eur. 2940 | Complies with Ph.Eur. 2.9.40 Complies
6. | BmicT iBynpocpeny aro
4 BUpoBHuKa _
(BEXX) €ep. Gapm. 2.2.29 380,0 — 420,0 mr / kanc. 408,9 mr/ xanc
Assay of ibuprofen Manufacturer's method
(HFLL Ph. Eur. 2.2.29 380,0 — 420,0 mg / caps 408,9 mg / caps
7
ok €sp. ® . 293
PO34YMHEHHA M:ron ::;‘ oBHWKa z 75% (Q) 3a 30 xBunuH He NpOBOAWUTLCA
Ph. Eur. 2.9.3
**Dissolution Manufacturer's z 75% (Q) in 30 minutes Not applicable
method
8.
MpoayKTk po3KNagaHHA
ibynpodheny (BEXX) < 0_,8 % BIOHOCHO <01%
- MEr- echipn iBynpodeHy iBynpodeny
- Eip copﬁiw -1 201% < 0,05 ;/Z
- Ecbip copbity - 2 s0,1% < E!.ﬁs°
- Cyma edipis iBynpodgeHy £1,0% 0,10 %
- 2-(4-i30ByTUnderin) ievc
A 0 BupoGHuka :
sz:TaBo;:;sa Kucnora €ap. Qapn?. 2229 s oig;r/:p?g::‘;m <0,1%
- napa-izo6yrunauerodeHoH < 0,1 % sigHocHO <0,1%
(PIBAP) iGynpodeny
- inguBigyansHol HeBlgomol
inomiwkw (BigHOCHO < q,1 % sigHOCHO <01 %
ibynpodeHy) iGynpoteny
i-ﬁcyua e < 0,2 % BigHOCHO <0,1%
ynpodeHy (He »2 % BIg ik
gpaxoByr4yY edipm) ibynpodeny
pao ]
21 08 2024

1S Pharmacia Sp. z 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland

36 Nara ta nignuc/ Date and signature
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USP Zdrowie

Ceprudikat akocti Ne 40000048612
Certificate of quality # 40000048612

Products of the decomposition
of ibuprofen (HPLC)

- PEG-esters of ibuprofen < 0,8 % relative to ibuprofen <0,1%

- Sorbitol ester - 1 <01% < 0,05 %

- Sorbitol ester - 2 =01 :/, < 0(133 :}G

- Amount of ibuprofen esters £10% 0,10 %

- 2- (4-isobutylphenyl) Manufacturer's " o .
propionic acid Method < 0,1 % relative to ibuprofen <01%
(2.4-1BPA) Ph. Eur. 2.2.29 . . ; .

- para-isobutylacetophenone <0,1 % relative to ibuprofen <01%
R < 0,1 % relative to ibuprofen <01%

- individual unknown impurity
(relative to ibuprofen)

- total of products of the < 0,2 % relative to ibuprofen <01%
decomposition of ibuprofen
(except of esters)

9.
€ap. Gapu. 5.1.4 1) 3aranbHa KinskicTe He NpoBOAUTLCH
1) €sp. Papm. 2.6.12 5
aepobHuX MikpoopraHiamis
(TAMC): < 10° KYOir
** Mikpo6ionoriuna
yucToTa 2) 3araneHa KinekicTb

2) Eep. ®apm. 2.6.12
nnecHeBMX Ta APIXIKOBMX | He NPOBOAWTLCA

rpubis
(TYMC): = 102 KYOIr
3) €ep. Dapm. 2.6.13 3) Escherichia coli: sigcyTHi He NPOBOAMTLCH
Bir

Ph. Eur. 5.1.4

1)Ph. Eur 2512 1)Total aerobic microbial

count (TAMC): < 10° CFU/g Not appiicable
**Microbiological purity 2yPh. Eur. 2.6.12 2) Total combined Kok anchcable
yeast/moulds count (TYMC): PP
< 10? CFU/g
3) Ph. Eur. 2.6.13 Not applicable

3) Escherichia coli: absence in
1g

** Mpy1 BUNYCKY: TECT He PYTUHHWA: NPOBOAWUTLCA HA NEpLIMX 10 cepinx, a noTiM Ha koxXHin 10-i cepii abo pa3

Ha pik. ﬁtVWMog”.
L ___.__,.Q

* Release: is not carried out routinely, it will be carry out on the first 10 batches and on each
year.

s
CEPTHOIKATIR
Mol
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USP Zdrowie

Ceprudikar skocti Ne 40000048612
Certificate of quality # 40000048612

Oanum 5 niaTBepaXylo, WO YA napTia € BignoBigHoi 3aTBepAxeHoi cneundikayii.
| herewith certify that this batch complies with approved specification.

MNpeacTasHuk KepiBHKKa KOHTPONIO AKOCTI / YnosHosaxeHoi ocobu:Justyna Kowalczyk
Under the authority of the Head of QC/Qualified Person: Justyna Kowalczyk

N V) Bnewews 2108 my

NEYATKA
STAMP

US PHARMACIA Sp. 7 0.0.
ul. Zigbicka 40, 50-507 Wroctaw
NIP; 899-1&-32-89& Regon: 011213010

US Pharmacia Sp. 2 0.0
ul. Ziebicka 40, 50-507 Wroclaw, Poland 5/6
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USP Zdrowie

Ceprudpikar akocti Ne 40000048612
Certificate of quality # 40000048612

Lium 51 3aceiguyio, Wo HaBeAeHa Builie iHdopMaUia € AOCTOBIPHO Ta TOYHOW. Lo cepiio npopyxuii 6yno supotneto,
BKMIO4AONM NaKyBaHHA/MAPKYBaHHA Ta NPOBEAeHO KOHTponb i AKOCTI Ha Buie3asHaueHin OQiINbHUUl Yy NOBHIA
signosigHocti 3 Bumoramu GMP, BcTanoBNeHMMM MICLUEBUM perynaTOpHUM OPraHOM, @8 TaKoX BignoeigHo Jo
cneumdikaui, Wo MICTATLCA Y peecTpauliiHoMy AOCkE kpaiky iMnopTepa. MNpoTokonu BMPOGHULITBA, NAKyBaHHA Ta
ananisie Gyno nepernAHyTO Ta BCTaHOBNEHO signosigHicTs GMP

| 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 Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Mocaaa Ta nplaBuiwe ocobu, AKa BUAAE A03BIN Ha BUNYCK Cepii:
Position and name of the person authorizing the batch release:

YnosHoBaxeHa ocoba:Anita Niesobska
Qualified Person: Anita Niesobska

Rignwuc: Data nignucaxHs:

Signature: . I XY/, S‘Z o) Date of signature: 26. 08 2024

MNMEYATKA
STAMP

US PHARMACIA Sp. z 0.0.
ul. Ziebicka 40, 50-507 Wroctaw
NIP; 899-14-32-894 Regon: 011213010
(48)

US Pharmacia Sp. z 0.0
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JAEPKABHA CJIYKBA 3 JIIKAPCbKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KUIBCHKINA OBJIACTI

npoB. Ceitimynoi Hagii, 3, m.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls. ko@dls.gov.ua, Kog €/IPTIOY 37078774

BUCHOBOK
NPo AKICTH BBE3€HOI0 B YKpPaiHy JiKapcbKOro 3acody

10.12.2024 Ne 63515/24/10

IBYIIPOM CIIPHHT MAKC

(HaiiMeHYBaHH JIIKapCBKOro 3aco0y 3TiIHO 3 PEECTPALIiHHM [TOCBIIYEHHSAM)
kancyau M'siki mo 400 mr mo 10 kancya y 6aicrepi; no 2 6iictepu B KapTOHHIH KopoOui

(hopma BHIYCKY, 103yBaHH3, BHI NAKYBaHHA JIIKapCLKOTO 3aco0y)
Howmep peectpaniitroro nocsizuenns UA/13880/01/01 crpox aii peectpaniitnoro nocsimuenns 01.01.2099
Cepis nikapcokoro 3acoby Ne U1410631 KinekicTe BBe3eHOr0 Nikapcekoro 3acoby 14855

BupoGuuk TOB HOC ®apmauis, [Nonsia

(nafimenyBaHHs BHpOOHHKA JiKapckKoro 3acofy, KpaiHa MOXoIKeHHs)

Baeseno B Ykpainy ToBapucTBO 3 00MexeHo0I0 BinnosigaasnicTio "IEJIBTA
MEJIKEJI", inent. kon: 39448817

(naiimenyBanHs Ta koA 3a €/IPTIOY opuanaHoi ocobu abo mpizsuuLe, iM'a, o 6aTtekoBl (izHuHol
ocobH - NiANpHeEMIA, 11 Miclle POKHBAHHA Ta peecTpalliiiiuii HoMep 061iKOBOT KapTKH MIaTHHKA
nozgartkis abo cepis Ta HOMep macnopTa)

Iporokoa sizyansuoro kourposo six 02,12.2024 N. 3811/1.

3a pe3synbTaTaMH JIepXKAaBHOTO KOHTPOJIO BCTAHOBIEHO, INO JIKapchKWil 3acid BBedeHo B VYkpainy 3

JOTPHMAHHAM BUMOT 3aKOHO/IABCTBA 1110710 3a6e3MeYeHHs AKOCTI JIIKapChKHX 3ac00iB.

Onsra EPBOMEHKO

{ninnuc) (imiuiany Ta npizeHILE)

t?;,,,};;;m &09: A
* Sugummg ¥
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