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SENTISS PHARMA PVT. LTD. J
Village Khera Nihla , Tehsil Nalagarh, Distt. Solan, Himachal Pradesh , 174 101, India

CERTIFICATE OF QUALITY
Ceprudnrar kauecrsa

Item i Broxinac Eye Drops 0,09%

Hassanme  : Bpoxcumak, xanmi riasmsre 0,09%

1 ml solution contains: Bromfenac sodium sesquihydrate 1.035 mg equivalent to Bromfenac free acid 0.9mg

I Mn pacteopa coaepxur: BpompeHaxa narpus ceckBuruapara 1,035 Mmr sksuBanteHTHO Gpomdenaky cBo6onHON KHCTOTHI -
0,9 mr

Dosage form: /Jlexapcreennas $opma: Eye Drops 0,09% / kartu riasmsie 0,09%

Size and type of pack: 1.7ml of the drug in a vial with a dropper with a package leaflet per cardboard box

Pasmep u tun ymakosxn: IMo 1.7 i NpertapaTa Bo (UIakoHe ¢ KanembHUUEH BMECTE C HHCTPYKLUMER JUIS MEQULHHCKOTO
[PMMEHEHHS B KAPTOHHOM ynakoske.

Manufacturer Country: India / Crpana ~ npoussonurens: Mumus

Pack size/ Pasmep ynakorxn :17ml/ 1,7 mn Report No./ Homep otugra : N-20-314

Batch No./ Homep cepun : N20139 Date/ {ata 1 23/07/2020

Mfg. Date/ Tata npoussoacrsa . 06/2020 Batch size/O6bem naprun 1 60 L (30,000 packs)
160 1 (30,000 yn.)

Exp. Date/ Tonen no : 06/2022 Date of receipt of samples  : 02/07/2020

Hara nonyuenus o6pasuos
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspawue u anpec Hpoussonutens: CEHTUCC GAPMA IIBT. JIT/., Unnus
Bk Kxepa Huxna, Texcun Hanarapx, {uctr. Conan, Xumauan [Mpanem, 174 101, Ungus
Manufacturer License (form 28) / IpomssoncTeennas Juuensus (popma 28) No: MB/06/470
Registration certificate / Perucrpaunonnoe yhocTosepenue: Ne UA/15200/01/01 —

RESULTS OF ANALYSIS
Pesyanrar anannza |
No. Tests Observations Standards (Limits)/ Reference
Ne Tecrnl Pesyantarst Hopmer
Description Complies Clear, greenish yellow solution. i
L Onuncanne Cooreectryer Ipospaunsiit pacTeop 3enenoBaTo-%)e1TOrO
uBera.
Identification The retention time of the main peak in the
HMaenrudukamns Complies chro_matogrgms of the test and standard solutions |
obtained during the quantification should |
Bromfenac coincide.
Bpomdenak
Bpems ynepxusanus rnasnoro nuka ua
| CooTeectayer XpOMATOrpaMMax UCIIBITYEMOTO H CTAHAAPTHOrO
| PacTBOpOB, NOMIyYEeHHBIX B X0z
i KOTMECTBEHHOTO ONPEAENEHHUS, HOHKHO
9 ] COBINANATE. , ‘
’ Benzalkonium Chloride The peak retention time of the major homologs of
benzalkonium chloride in the chromatograms of
Complies the test and standard solutions obtained during
the quantification should coincide.
Bpewms ynepxusanus rnasuoro muka ma
Benzankonns xnopun Cootsectryer XpOMATOrpaMMax UCIIbITYEMOTO X CTAHJAPTHOTO
PacTBOPOB, NOIYYEHHBIX B XO/€E

KONHYECTBEHHOT O ONPEAC/ICHUS, NO/DKHO
COBNagark.
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla » Tehsil Nalagarh, Distt. Solan, Himachal Pradesh , 174 101, India
-
CERTIFICATE OF QUALITY
Ceprutbuxar K3uyecTna

Item : Broxinac Eye Drops 0,09%

Hassanpe Bpokcunax, xamnu rtasxeie 0,09%

I'ml solution contains: Bromfenac sodium sesquihydrate 1.035 mg equivalent to Bromfenac free acid 0.9mg

1 M1 pacreopa couepwut: bpomdenara Halpua cecksurnapara 1,035 mMr aksusaientyo Gpomienaky cBoGoaHok KUCITOTEI -
0,9 mr

Dosage form: /lexapcraennas thopma: Eye Drops 0,09% / kamm riasubie 0,09%

Size and type of pack: 1.7m{ of the drug in a vial with a dropper with a package leaflet per cardboard box

Passep u tin ynaxkoku: Ilo 1.7 ma ipenapata Bo GiakoHe ¢ KanebHiue BMECTE C MHCTPYKuUnelt IS MeuuMHCKOro
MPUMCHEHHS B KAPTOHHOH ymaKkoske,

Manufacturer Country: India / Ctpana ~ npoussonurens: Hrnns

Pack size/ Pasmep ynakorku :1.7ml/ 1,7 ma Report No./ Homep otugra - N-20-314

Batch No./ Homep cepuy : N20139 Date/ Jlata : 23/07/2020

Mfg. Date/ Tata TIPOHM3BONCTBRE 1 06/2020 Batch size/O6sem maptar 1 60 L (30,000 packs)
160 11 (30,000 yr.)

Exp. Date/ T'ogen o 0 06/2022 Date of receipt of samples  :02/07/2020

Hata nonyuenus obpasuon
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassanue n agpec I Ipoussonurens: CEHTUCC OAPMA IIBT. JIT]L, Hraus
Bz Kxepa Huxna, Texcun Hanarapx, Mucrr, Conan, Xumauan Mpaseur, 174 101, Munus
Manufacturer License {form 28)/ Mpouzeoacraenyay Jhiuenzus (dopma 28) Ne: MB/06/470
Registration certificate / Perucrpannounoe yhocromepenne: Ne UA/15200/01/01

|, ] H 8.2 7.9t0 8.7 T |
| pH . 3.2 0179 1087 o i
Osmolality 296 mOsmol/Kg IV250-350 mOsmol/kg
Ocmousabnocrs 296 MOcm/kr 250-350 MOcmons/kr » .
Particulate Matter Complies The solution should be free from visible particles |
Mexanuueckne Cooteecayer PactBop nomken 6pirs CBOBGO/ICH OT BUAMMBIX :

BKJIIOYEHHs
| Clarity
6 [ Ipospaunocrs

reference suspension I at 650 nm,
PactBop nomxen 661ts He menee TIPO3payiHEIM,
HCM 3TanoHHas cycnen3ns I npn 650y

g 14 1 npy L

HACTHLY
" Complies ] The solution must not be less transparent than the |

CoorsectByer

I
vvvvvv e —

J Sterility

‘ Complies . (

( 4 Crepniabnocts Cootsectayer Meets the requirements.
Cootsercrsyer TpeGoranuam

| | |

‘ Impurities ] At release |

5 | Conyrersyromue 0.02% Impurity A*- Not more than 0.2%

; IIpEMecH 0.06% Individual unknown iImpurity- not more than ’

0.2%

, 0.08% Total impurities — not more than 1.0% f

| g During shelf life

[ Impurity A*- Not more than 0.5%

l Individual unknown impurity- not more than

! y 1.0%

’ Total impurities — not more than 3.0%

| Hns suinycra: é

i . ' ) N 9,02% Ipumecs A* - He bosiee 0,2 % ‘ j
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla , Tehsil Nalagarh, Distt. Solan, Himachal Pradesh , 174 101, India

CERTIFICATE OF QUALITY
Ceprudukar xaveersa

Item : Broxinac Eye Drops 0,09%

Hazpaume bpoxcuHak, xannmu rnasasie 0,09%

I'ml solution contains: Bromfenac sodium sesquihydrate 1.035 mg equivalent to Bromfenac free acid 0.9mg

I Mmi1 pacteopa conepxur: Bpombenaka narpus ceckBurynpara 1,035 Mr sxBuBaneHTHO Gpomdenaky cBoGOIHON KMCIOTHI -
0,9 mr

Dosage form: /Jlexapcraenuas dopma: Eye Drops 0,09% / karmi ryasusie 0,09%

Size and type of pack: 1.7ml of the drug in a vial with a dropper with a package leaflet per cardboard box

Pasmep v tun ynaxosku: ITo 1.7 M npernapata Bo ¢uakoue ¢ KameNbHUUEH BMECTe ¢ HUHCTPYKUMEH U1 MENMUMHCKOro
TIPHUMEHEHNS B KAPTOHHOM yIakoBke.

Manufacturer Country: India / Cipana - npoussonurens: Mungus

Pack size/ Pasmep ymaxosxu :1.7ml/ 1,7 ma Report No./ Homep otuéra : N-20-314

Batch No./ Homep cepun 1 N20139 Date/ Tata : 23/07/2020

Mfg. Date/ lata npoussoacrtsa 1 06/2020 Batch size/O6vem naptun : 60 L (30,000 packs)
60 11 (30,000 ym.)

Exp. Date/ Tonen no 1 06/2022 Date of receipt of samples  : 02/07/2020

Hara nosnyyenus o6pazuos
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
HasBanue u anpec Ipoussomurens: CEHTHUCC ®APMA IIBT. JATH., Ungus
Bunnumx Kxepa Huxna, Texcun Hanarapx, Qucrr, Conan, Xumauan lpanem, 174 101, Uupus
Manufacturer License (form 28) / Iponssoncteensas JTuuensns (bopma 28) Ne: MB/06/470
Registration certificate / Perncrpanwonnoe yhocrosepenue: Ne UA/15200/01/01

0,06% WupuBuayamHol HeuspecTHOMN npuMecH - He |
6osnee 0,2 %,
0,08% Cymma nipumecei - e 6ornee 1,0%.

Ana cpoka 200nocmu:

Ilpumecs A* - we Gonee 0.5 %

! WUnnuBunyanshoit HenseecTHOM NPHMECH - HE
6omee 1.0%;

Cymma npumeceii - me Gonee 3.0%. |
Quantification At release B
Benzalkonium Chloride 0.0485mg/ml 0.0450 mg/ml - 0.0550 mg/ml
Konngectsennoe (96.9%) (90.0% - 110.0% of claimed amount)
ornpenenexie | During shelf life |
| GeH3anKoHus xJopuga 0.0400 mg/ml - 0.0575 mg/ml |
(80.0% - 115.0% of claimed amount)
L9 Lna evinycra:
’ 0,0485 mr/an Ot 0,0450 mr/ma 5o 0,0550 Me/m
(96,9%) (90,0 % - 110,0 % ot 3asBnentoro
KOJIMYECTBA)
Lna cpoxa 200n0cmu:
Ot 0,0400 mMr/mn o 0,0575 mr/amn
(80,0 % - 115,0 % ot 3asBnenHoro
L KOTTUYECTRA)
Quantification At release:
Bromfenac free acid 0.9146mg/ml 0.8550 mg/ml — 0.9450 mg/ml of bromfenac free
10 KonuuecTsenuoe (102 %) acid (95% - 105% of claimed amount of
| onpenenenue bromfenac free acid)
] Opomdenaka s evinycxa:
| CBOBOTHOM KHCIOTEI 0,9146 mr/mn Or 0,8550 mMr/ma 0 0,9450 mr/mn Gpomdenaka
Country: Ukraine Page 3 of 6
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla , Tehsil Nalagarh, Distt. Solan, Himachal Pradesh , 174 101, India

CERTIFICATE OF QUALITY
Ceprudukar kavecrra

Item ¢ Broxinac Eye Drops 0,09%

Hazganne Bpoxcunax, kamnu riasusie 0,09%

I ml solution contains: Bromfenac sodium sesquihydrate 1.035 mg equivalent to Bromfenac free acid 0.9mg

I Mi1 pactBopa conepxur; Bpombenaxa Hatpus cecksuruapara 1,035 mr sxsusanentso GpombeHaky cBOGOHON KHCTOTSI -
0,9 mr

Dosage form: /JlexapcTsennas hopma: Eye Drops 0,09% / kamiu rnasuele 0,09%

Size and type of pack: 1.7ml of the drug in a vial with a dropper with a package leaflet per cardboard box

Pasmep u tun ynakosku: o 1.7 v lpenapaTa BO (uiakoHe ¢ KaIleIbHULEH BMECTE C WHCTPYKIHEH AN MeULHHCKOTO
HPUMEHEHHS B KapTOHHOM yIIAKOBKe,

Manufacturer Country: India / Crpana — npoussoxurens: Mnmus

Pack size/ Pasmep ymaxosku : 1.7ml/ 1,7 Mn Report No./ Homep otuéra : N-20-314

Batch No./ Homep ceprn : N20139 Date/ Jlata : 23/07/2020

Mfg. Date/ lara npoussoacrsa : 06/2020 Batch size/O6bem naptin ;60 L (30,000 packs)
60 1 (30,000 yn.)

Exp. Date/ Tonen no 0 06/2022 Date of receipt of samples  : 02/07/2020

Hara nonyuenus o6pasuos
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasganue u anpec Ipoussonurens: CEHTUCC ®APMA [IBT.JITL., Unnus
Bunnumx Kxepa Huxna, Texcun Hanarapx, [Tuctr. Conan, Xumauan Hpanew, 174 101, Uuaus
Manufacturer License (form 28) / ITpousBoncTeennas JInvensus (popma 28) Ne: MB/06/470
Registration certificate / Perucrpaunonnoe yhocrosepenue: Ne UA/15200/01/01

f . (102%) CBOOOIHOM KHCTOTEI (95 % - 105 % ot
3a4BIICHHOr0 KovyecTpa 6pomdenaka
CBOGOHOM KMeTOTEI)

|
During shelf life: |
0.8100 mg/ml — 0.9900 mg/ml of bromfenac free |
acid (90.0% - 110.0% of claimed amount of

{ bromfenac free acid)

H

Hna cpora 200nocmu:

Or 0,8100 mr/mut 10 0,9900 Mr/vn Gpomdpenaka
CBOOOHOMR KHCAOTDI (90,0 % - 110,0 % ot *
3a4BJICHHOTO KO/MYeCTBA GpoMbenaka
, CBOOOHO KHCIOTBI)

At release:
1.0488mg/ml 0.9833 mg/ml — 1.0868 mg/ml of bromfenac
Bromfenac Sodium (101%) sodium sesquihydrate (95% - 105% of claimed
i Sesquihydrate amount of bromfenac sesquihydrate)
i Gpombenaka narpus |
CECKBHTHJIpATa 1,0488 mr/mn Or 0,9833 mr/ma 10 1,0868 mr/mn Bpomdenaxa
(101%) Hatpus ceckBuruapara (95 % - 105 % or
) 3aABJICHHOro KoJMyecTBa Gpomberaka HaTpHs
CECKBUTH/IpaTa)
’F During shelf life
0.9315mg/ml — 1.1385 mg/m! of bromfenac
I | sesquihydrate (90.0% - 110.0% of claimed |
Country: Ukraine Page 4 of 6
Version No: 03 CTp.4u3 6

SPL-QA-SOP-041-02-07




SENTISS PHARMA PVT. L.TD.
Village Khera Nihla , Tehsil Nalagarh, Distt. Solan, Himachal Pradesh , 174 101, India

CERTIFICATE OF QUALITY
Ceprudurar kavecTsa

Item ¢ Broxinac Eye Drops 0,09%

Hazgauue Bpoxcunak, kammy riasuole 0,05%

1 ml solution contains: Bromfenac sodium sesquihydrate 1.035 mg equivalent to Bromfenac free acid 0.9mg

I M1 pactBopa comepxur: Bpomdenaka natpus ceckBUrunpara 1,035 mr sxsuBanenTuo Gpomenaky crobomHOM KHCIOTHI -
0,9 mr

Dosage form: /Jlexapersesnas opma: Eye Drops 0,09% / kanmu rirasiie 0,09%

Size and type of pack: 1.7ml of the drug in a vial with a dropper with a package leaflet per cardboard box

Pasmep v tun ynaxoBxu: ITo 1.7 mn penapaTta Bo GuiakoHe ¢ KaneIbHULEH BMECTe ¢ HHCTPYKUHMEH U1 MEUIMHCKOTO
[IPAMCHEHNS B KADPTOHHOM YIIAKOBKe,

Manufacturer Country: India / Crpana — npoussonutens: Unxus

Pack size/ Pasmep ynakosxu cL7ml/ 1,7 mn Report No./ Homep oTuéta  : N-20-314

Batch No./ Homep cepun : N20139 Date/ lata : 23/07/2020

Mfg. Date/ lata npoussogcTsa : 06/2020 Batch size/O6vem maptuu 1 60 L (30,000 packs)
60 21 (30,000 yn.)

Exp. Date/ Tonen no : 06/2022 Date of receipt of samples  : 02/07/2020

Hara nonyuenns obpazuos
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hassanwe u anpec Iponssogurens: CEHTHUCC ®APMA TIBT. JITA., Ungus
Bwmuak Kxepa Huxna, Texcun Hanarapx, Tuctr. Conan, Xumauan lpanemw, 174 101, Uunus
Manufacturer License (form 28) / TTpoussoncreennas Juuensus (dopma 28) Ne: MB/06/470
Registration certificate / Perucrpaunonnoe ynocrosepenue: Ne UA/15200/01/01

T amount of bromfenac sesquihydrate)

Ot 0,9315 mr/ma no 1,1385 mr/mn Bpompenaxa
HaTpus ceckBurupara (90,0 % - 110,0 % or
3aiBJICHHOTO KONIHYeCTBa GpomdeHaka HaTpus

; é CECKBHI'M/IpATA) -
1 Extractable Volume 2.0ml Not less than 1.7 ml.
" | HzBaexaemslii 06bem 2,0mi He menee 1,7 mn

* 7- (4-bromobenzoyl) -1,3-dihydro-2H-indol3-one.
* 7—(4-6p0M6e1130m1)-1,3-,I[um11po-2H—HH110J1-2-0H.

Conclusion:

Hereby confirmed, that the above information is true and accurate. This series of products has been made (including packaging /
labelling) and has passed quality control at the location specified above, in full compliance with the requirements of GMP,
established by local regulatory authority and in accordance with the specification registration document approved in Ukraine to
study medication. Minutes of production, packaging and quality control of the series are tested and mieet the requirements of GMP.

3aknwuenne:

Hacrosmum noprsepxnaem, uro BBILUCNIPUBEICHHASt HHPOPMALHS SABIAETCS HAOCTOBEPHOM ¥ TOYHOI,
HatHas cepus nponykusu 6bia npousseseHa (Boyas YNaKOBKY/MapKHPOBKY) ¥ NpoLwia KOHTPOIb Ka4ecTBa

Country: Ukraine Page 50f 6
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) SENTISS PHARMA PVT. LTD.
SENTISS Village Khera Nihla , Tehsil Nalagarh, Distt. Solan, Himachal Pradesh , 174 101, India

CERTIFICATE OF QUALITY
Cepruduxar kagecrea

Item : Broxinac Eye Drops 0,09%

HasBanue bpokcunak, xamiy riasuse 0,09%

1 ml solution contains: Bromfenac sodium sesquihydrate 1.035 mg equivalent to Bromfenac free acid 0.9mg

1 M pacrsopa conepxur: Bpombenaka natpus ceckpuruzpara 1,035 mr axBuBaneuTHo Opombenaky cBOGOIHON KUCTOTHI -
0,9 Mr

Dosage form: /Jlexapcreennas topma: Eye Drops 0,09% / karmu riasusie 0,09%

Size and type of pack: 1.7ml of the drug in a vial with a dropper with a package leaflet per cardboard box

Pasmep u Tun ynaxosku: Mo 1.7 mx npenapara Bo (JlakoHe ¢ KaneJsHHIeH BMecTe ¢ WHCTPYKUHUEH U1 MEAHLIMHCKOrO
IPHMEHEHHS B KAPTOHHOM yHakoBKe,

Manufacturer Country: India / Crpana - npoussonuresns: Maaus

Pack size/ Pasmep ynakosku :1.7ml/ 1,7 mn Report No./ Homep otaéra  : N-20-314

Batch No./ Homep cepuu : N20139 Date/ Jara 1 23/07/2020

Mfg. Date/ Jlata npoussoacrsa 1 06/2020 Batch size/O6bem mapTun ;60 L (30,000 packs)
: 60 11 (30,000 yn.)

Exp. Date/ Tonen no : 06/2022 Date of receipt of samples  : 02/07/2020

Hlara nony4denus o6pasios
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD.,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspanue u anpec lpouseoaurens: CEHTUCC GAPMA TIBT. JT[., Hupus
Bunnunmx Kxepa Huxna, Texcun Hanarapx, lucrr. Conan, Xumauan Mpamem, 174 101, Unpus
Manufacturer License (form 28) / IpouspoacTsennas JluueHsus (dopma 28) Ne: MB/06/470

Registration certificate / Perucrpaurnonnoe yaocrosepcrue: Ne UA/15200/01/01 ’«v 20L6
- i (h*“ \}‘f\é"’; 5 Uk

Signalure'/"ﬁi}iiﬁmbw Signatare/t lonmics Signature/l loxmucs

_23jutie 23 25 TULLOL0

Date/Jata Date/[ara Date/Jlata

Ravi Kumar Pradeep Janga Mukesh Kumar Sharma
Pasu Kymap HMpagan Txanra Mykeur Kymap llapma
Asst. Manager Manager Sr. Manager
Quality Control Quality Control Quality Assurance
AccHucr. Memnemxepa Menenxep Crapumni MeHEeIKep
Kourpoar Kauecrpa Kourpoas Kauecrsa OTtaen ofecneuennn xavecrsa
Prepared By Reviewed By Approved by
IpuroroBun IIpogepua OnoGpun

Hara Brimycka cepuu: OTBeTCTREHHBII 3a BBIMyCK CEepHH:

Date of Batch release/ 7.5 JUL-2020 Responsible for Batch release/ @7

Mukesh Kumar Sharma
Myxewr Kymap Illapma

Sr. Manager Quality Assurance
Crapumit Menemxep

Oraen Obecneuenns kauecrsa
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AEP)XABHA YCTAHOBA "IHCTUTYT FrPOMAICbKOI'O 30POB'A im. O.M.MAP3€EBA
HALUIOHAJIBbHOT AKAJEMIT MEOUYHUX HAYK YKPAIHU"

HepxaBHa HayKoBO-AocniAHa nabopatopis 3 KOHTPONIO AKOCTI NiKapcbKUX 3acobis
eyn.MonyapeHka, 50, m.Kuie, 02094
Ten: +380 (44) 513-71-33; +380 (44) 292-14-17,; dbaxc: +380 (44) 292-14-21; E-mail: druglab@ukr.net

cq_c‘EMay% Mpexsanidikosara BOO3J sig 22.01.2016 p.
m& AxpeavTosaHa HauloHasibHiM areHTCTBOM 3 aKpeauTauil YkpalHv Ha pianoiasicTs eumoram ACTY ISO/EC
: 17025:2017, ATectaT npo akpeauTaLjio Ne 20805 sig 28.05.2019 p.
s l] AtecToBaHa [lepXaBHoK cryxGoi YkpaiHu 3 nikapChkvx 3acobis Ta KOHTPONO 3a HapxoTukamu, CrinoyTRO Npo
arecrauito Ne 410 sig 05.07.2019 p.
CucTema ynpaBniHHA AKICTIC CepTUIKOBAHE YKPATHCEKWM MEAWHHAM LieHTPOM ceprudiallil Ha rignosigHicTs
suMoram JJCTY EN ISO 9001:2018, Ceprudikar eignosigrocti NeO79 sig 03.07.2020 p.
| 20905 | Ynosxoeakena Al “flepxasHuid excnepTHriA ueHTp MikicTepcTea oxopoHy 3ncpos's YkpaiHi™ Ha NpoBeasHHs

s,

;i'é ;

e

o
B
1\'@

&Q
= %
=
=
———

3

g

JCTY ISOAEC 17025 nabopatopHux BUNPOGYBaHE NikapCekux 3acobiB, WO NOAKOTECA HA ASPXKABHY PEECTPALLI

CepTtudpikar aHanizy Ne 2156

Nepesripka iaeHTUYHOCTI cepTUdbikaTy 4epe3 IHTepHeT: hitp:/iwww.druglab.kiev.ua/sert
Id=18EA6C117914

Big "23" BepecHs 2020 p.

Haasa 3pasky: BPOKCIHAK, kpanni o4si, 0,09 % no 1,7 Mn kpanens y dprakoHi, no 1 dnakoHy 3
KpanenobHUUeio B KapTOHHIR ynakosLi

Bupo6uuk: Cenricc ®apma [ler. JIta,, IHAis

Homep cepii: N20139

Ha3zpa Ta agpeca 3amoBHuMKa: [lepxaeHa cnyxba YkpalHu 3 nikapcbiux 3acobis Ta kOHTpOnio 3a
HapkoTukamu, M. Kuis, npocnext Nepemori, 120

NucT-HanpaenenHsA: Ne 6581-002.0.1/002.0/2-20 sig 08.09.2020 p.

Micue Bin6opy 3pasky: CninbHe yKpaiHCbKO-eCTOHChKe NiANpUEMCTBO Y popmi ToBApMCTBA 3
obmexeHow BignosiaanskicTio "OnTima-Papm, NTA"

Darta onepxaHHsa 2pa3ky: 11.09.2020 p. PeectpauiiHuit Homep 3pa3sky: 2024

[ara BUKOHaHHA poGoTu: 11.09.2020 - 23.09.2020 p.

Bua KOHTpOMO: 3a posnopsampkeHHsm [depxnikenyxou (MoctaHoea Ne 902)

HJ, zrigHo AKOI npoeBoaMTLCA aHani3: MKA po p.n. Ne UA/15200/01/01

l:’gn MokasHuku Bumorn HO Pe3ynbTaTi aHanisie
1 Onuc [1po30puil po3uMH 3eneHyBaTo-OBTOrO KONLopy Bignosigae
2 |lgenTucpikauia
- Bpomdperak Mac yTpumysaHHA OCHOBHOIO Nika Ha Bianoeinae
XpomaTtorpaMax sunpoboByBaHoro i
CTaHAAPTHOIO PO3UMHIB, OTPUMAHUX B XOA]
KINbKICHOrO BU3HAYEHHA, NOBUHHI CniBnagaTu
L BeHzankoHi xnopug Mac yTpuMyBaHHA OCHOBHOTO MiKa Ha Binnoeigae
XPOMATOrpamax BUNpobOoBYBAHOTO i
CTAHAAPTHOTO PO3YWUHIB, OTPUMAaHUX B XOAi
KiNbKICHOrO BU3HAYEeHHA, NOBWHHI cCniBnagaTu
3 pH Bia 7,9 no 8,7 8,2
4 OcmonAnbHICTb 250 - 350 MOcmone/kr 302 mOcmonb/kr
5 MexaHiudi BKITIOYEHHA P034iH NOBMHEH BYTH BINbHUM Bi BUOMMUX Binnosinae
MacToK
6 [lposopicTe IPo3auuH nosuHeH BYTU He MeHLW Npo3opuM, HiXX  Binnoeigae
©TanoHHa cycneHsia | npu 650 HM
7 KinbkicHE BUSHAYEHHS 10,0400 - 0,0575 mr/mn 0,0527 mr/mn (105,3 %)
BeH3ankoHio xnopuay 80,0 - 115,0 % Big, 2aABNEHOT KiNbKOCTI)
8 KinbKicHe BU3HAYEHHSA
L 6pomdpeHaky BineHOT kucnotu  [0,8100 - 0,9900 mr/mn (80,0 - 110,0 % Bia 0,9176 mr/mn (102,0 %)
RAanABNeHON KinbKocTi BpomdeHaky HaTpilo
cecksirinpary)
- Bpomchenaky HaTpilo 0,9315 - 1,1385 mr/mn (80,0 - 110,0 % Big, 1,0428 mrmn (104,3 %)
cecksirigpaTty BasiBNeHol KinbkocTi Bpomdenaky HaTpio
ceckeirigparty)
9 HomiHanbHuit 0b'em He meHwe 1,7 mn Binnosinae
10 [Ynakoska Brigno MKH go p.n. Ne UA/15200/01/01 Bianosigae
11 MapxypaHxs ———=8riaqo MKA no p.n. Ne UA/15200/01/01 Bianoeinae

o Lo
BucHoBOK: 3pa3sok npenafary CiH ’K%gbanni ouHi, 0,09 % no 1,7 Mn kpanensb y drakoHi, no 1
¢pnakoHy 3 kpanenbHULEK B KAPTOHHIN y %K@\mi, ¢. N20139 supoBHuuTso CenTticc ®apma leT. Jira.,

IHgiA, signosinae Bumqf'zgj\n n. N UA/ 5200/01/01 no nepesipeHyM NOKa3HUKaM SKOCTI.

H.B.OcTtaHiHa
B-C-2156:2020




JEPXJIIKCIIYKBA
JEPXKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHiBCBKI OBJIACTI

npocrekT Banepis Jlo6aHoBChKOTO, 51, M. Kuis, 03110, Ten/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Kon €/IPTIOY 37078774

BHUCHOBOK
PO AKIiCTH BBE3eHOI0 B YKpaiHy JiKapcbKoro 3aco0y

29.09.2020 Ne 44011/20/10

BPOKCIHAK

(HaliMeHyBaHHS JlikapChKOro 3acoby 3TiZHO 3 peecTpaLiHHIM MOCBiTYEHHSM)
kpami ouni, 0,09 % no 1,7 M Kpaneas y ¢aaxoni, mo 1 paaxony 3 KpaneJIbHANCIO B
KAPTOHHII yIaKOBUi

((opma BUIYCKY, A0O3yBaHHS, BUI NIaKyBaHH:A JiKapCcHKOro 3acoly)

Homep peectpaniiinoro nocsimsennst UA/1 5200/01/01 crpox ii peectpauiittoro nocsiruenns 03 .06.2021

Cepis nikapcskoro 3acoy Ne N20139 KinbKicTs BBe3eHOTO Jikapcskoro 3acoy 150
BupoGHHK Cenricc ®apma Ist. JITA., IHIiS
(naliMeHyBaHHs BUpOOHHKa NiKapceKOro 3acoly, kpaiHa MOXOJKCHHS)
BaeseHo B YKpaiHy CrisibHe yKpaiHCHKO0-€CTOHChKeE MANPHEMCTBO Y ¢dopmi ToBapuCTBA
3 0GMeskeHoI0 BinnosinaasnicTio "'OnTiMa-Papm, JIT/1", inent. xon:
21642228

(HaiiMeHyBauns Ta ko 3a E[IPTIOY OpHIMIHOT 0coOH a0 TMpi3BAILE, iM', TI0 6arsKoBi QizuuHOL
0co6u - mianpuemi, ii Miclie NPOXUBAHHSA Ta peecrpauiiinuii HoMep 001iKOBOT KAPTKHU MUIATHHKA
nonarkis aGo cepis Ta HOMEp NacnopTa)

TIpOTOKOJ Bi3yaJLHOI0 KOHTPOJIIO BiX 31.08.2020 Ne 2780/2.
JlaGopaTopHHuii aHaJIi3 AKOCTI JIIKAPCHKOTO 3aco0y 3IiliCHEHHIA:

JlepxaBHa HAYKOBO-JIOCII/(HA 1aGopaTOpis 3 KOHTPOJIIO AKOCT] JIKAPCHKUX 3acobiB JlepxaBHOL
ycraHoBH "[HCTHTYT rpOMaJCBKOro 3popos's im. O.M. Map3eeBa HAMH Vkpaian" (M.Kuis,
pys.ITonynpenka 50)

(HaiiMeHyBaHHS T2 MiCLIE3HAXOJDKEHHS naGoparopii, 10 nposena naGopaTOpHUiA aHAIi3 AIKOCTI)

BHCHOBOK IO KOCTi JIKApCHKOTo 3aco0y, BUIaHH TaGopaTopieio Bl 23.09.2020 Ne 2156

Pe3ynbTaTi 1a00PaTOPHOrO aHaNi3y AKOCTI JIikapchKOro 3acoly 3a nepeBipeHHMH NOKa3HHKaMH BiANOBIAAIOTH
BHMOTaM METO/IiB KOHTPOJIIO SKOCTi (aHANiTHYHO-HOPMATHBHOT JOKyMEHTaIlil).

3a pesyNbTaTaMi JEPKABHOrO KOHTPOMIO BCTAHOBIICHO, mo JiKapchkmii 3aci6 BBeseHO B VkpaiHy 3
AOTPHMAHHAM BHMOT 3aKOHO/ABCTBA IOA0 3aGe3MeueHHs AKOCTi JiKapChKHuX 3ac00iB.
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BHOT'O KOHTPOJIIO) (migmuc) (iniuiany Ta npi3BHIE)
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