JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kog €ZIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKOro 3acody

14.01.2026 Ne 332/26/10

BPIHEPA

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
KpanJi o4Hi, cycnensis; mo S Ma y uiakoni 3 kpanejasHener; no 1 ¢gpiakony 3 KpaneJbHU1EI0
y KapToHHiil kopo6ui

(dhopma BHNyCKY, H03yBaHHA, BAJ| AKYBaHHS JIKapCHKOro 3acoby)

Howmep peecrpauiitnoro nocsigaerns UA/18598/01/01 ctpoxk nii peectpauiitnoro noceinuenns 05.03.2026

Cepis nikapcekoro 3acoby Ne N25125A Kinekicts BBe3eHoro mikapeskoro 3acody 300
Bupo6Huk Cenricc @apma I1sT. JITn., Inais
(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)
Baeseno B Yipainy CriibHe yKpaiHCbKO-eCTOHChKe MANPHEMCTBO Y (opMi ToBapHcTBa
3 o0MexeHo10 BignosinaasnicTio "OnriMa-®apm, JIT/A", inenr. xon:
21642228

(naiimenyBanns Ta koj 3a CJIPTIOY ropuanunoi ocobu abo npiseuie, im'a, o 6aTekoBi (izHyHOT
ocobw - minpremns, i Micie NpoKHUBaHHS Ta peecTpaliiiHuii Homep o0ikoBOT KapTKH MIIATHHKA
nojaTkiB abo cepis Ta HOMep nacrnopTa)

Iporoxou Bisyansnoro xonrpouo six 09.01.2026 Ne 0001/2.
JlaGopaTopHHit aHai3 AKOCT JIIKapCchKoro 3aco0y 3AiiicHeHHIt:
JIT "Lenrpansna naboparopis 3 aHaJi3y SKOCTI JiKapChKHX 3ac0o0iB i MeuaHOT mpogyKiii"
(M.Kuis, Byn. Kyapsasceka 10r m.Kuis, Byn. Kyapsasceka 8B Kuieceka o6nacts, ¢. Hosi Ilerpisui,

BYJ1. IBaHa @panka, 19)
(HaliMeHyBaHHs Ta Miclle3HaX0/DkeHHs aboparopii, o nposena nabopaTopHHil aHall3 SIKOCTI)

BHCHOBOK 1010 SIKOCTI JTikapchkoro 3aco0y, Bufanuii naboparopieto Bix 01.09.2025 Ne 1336
Pesynbraru 1abopaTopHOro aHamizy sSKOCTI JIKapChKOro 3aco0y 3a nepeBipeHUMH NOKa3HHKaMU
BIANOBIaI0Th BUMOTaM METO/IiB KOHTPOIIO SIKOCT] (aHATITHYHO-HOPMATHUBHOI JIOKyMeHTallil).

3a pesynbTaTaMH JIEpKaBHOI'O KOHTPOJIIO BCTAHOBIIEHO, L0 JIIKapCchKHit 3acib BBe3eHO B YKpaiHy 3
AOTPHMAHHSM BHMOT 3aKOHO/(aBCTBA 100 3a0e3neueH s AKOCTI TiKapChKHX 3ac00iB.

Ouera EPBOMEHKO

{mimuc) {is1iand Ta TIpI3EHINE)

TRIAL MODE - a valid license will remave this me ds property of this PDOF far more infarmation.
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Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India

SENTISS PHARMA PVT.LTD.

——— e

S————

Mw%ﬂMw
CERTIFICATE OF QUALITY

Ceprudikat woCTi

Item . BRINERA, Eye drops, Suspension:
Hazsa EPIHEDA, kpanii OuHi, CYCICH3IN

1 m! of suspension contains: Brinzolamide 10 mg, Timolol maleate 6.83 mg (eq. 10 Timolol 5 mg

| M cyCrieHsii MICTHTE: GpuH30NAMiY

10 MT, THMOTOY MAEaty 6,83 Mr (exBiBAJICHTHO iMonoiy 5 Mr)

Dosage form: / Jlixapesika popma: Eye drops, suspension / Kpani 04, cycrieHsin
Size and type of pack: 5 ml in the vial with a dropper 1abeled in Ukrainian; 1 vial with a dropper in a cardboard box marked in

Ukrainian and English.
Posmip | THT yDAKOBKK:

[0 5 My QrakoHi 3 KPALICHBHCUSIO 3 MapKyBaHHAM YKpaiHCBKOIO MOBOIO, no | guakony 3

KpAIeIHHUTIEN Y KapTOHHiH kopoBui 3 MapiyBaHHAM ¥ KpaTHCHLKOIO T2 AHTTCHLKOIO MOBAMH.

Manufacturer Country: India / Kpaina - prpoSHHK: THAIS

Pack size/ Poamip ynaKopki
Ratch No./ Homep cepii
Mfg. Date/ [lata BUPOOHHULTBA

Exp. Date/ puaaruHit 10

Name & address of Manufacturer:

+ 5 ml/ S M
< N25125A
0572025

1 05/2027

1 N-25-210

- 02/06/2025

200 L (35714 pack)
200 1 (35714 yn.)

- 10/05/2025

Report No./ Homep 3BITY
Date/ JlaTa
Batch size/ Q6 €M napTii

Date of receipt of samples
Jlata OTpUMaHi 3pa3kis

SENTISS PHARMA PVT. LTD., India,

Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India

Hazsa Ta ajgpeca BupolnuKka: CEHTICC
Bk Kxepa Hixua, Texcin Hanarapx,
Manufacturer License {form 28}/ Bupobu

DAPMA TIBT. JUTJE., Trst
Jlicrr. Conax, Yimavas [pageul, 174 101, Tiaia
ua Jlinensis (opma 28) Ne: MIB/06/470

Registration certificate / Pecctpatiiine nocsiguenss Ne UA 18598/01/01

CA.MM,WMWMMMWWMW ,,,,,,,,,,,,,,,,,,,,,,,,,,,,

‘ RESU
| — | Peymrmmananiy e
No. | Tests Observations Standards (Limits)/ Reference ’
Ne Teeru Pe3yibTaTH X HopmyBsanus \
Description | At release: ll
| Visually : Complies | White suspension \
| | During shelf life:
! © White to off-white suspension
|
L Qe | | [pu sunycKy:
| BizyanpHo Bipnosinae Cycnensis 6in0ro KOMBOPY
| | [Ipomsazom mepMity 30epI2ari.
",,/.WWMMMWWWJ .WJ,QYM%&%‘.é,i.i..{m:9&2&%’135&@1&959_,ﬁs-smfl Py
Identification Complies  The major peak retention fime in the sle |
| InenTudpixanis | solution chromatograms should coincide with that :
| (a) Brinzolamide 's‘ i in the Brinzolamide reference solution as obtained
l ('{ﬂ?"L,C«method) t (in the Assay of Brinzolamide section.
| Bpunzonamia ! Bisriosinae | Hac yTpHMYBAHHA ocuoBHOrO  NiKa  HE
’ 3 (BEPX) ‘ ’ ! XpoMaTOrpamMax BUIPOOYBAHOIO posHuHY P
1 | cTaHnapTHOTO POBYHHY Bpunzonamisy, OTpUMAHIX |
s § |y pospin «KisnpKicHe BH3HAUCHHA. BprB3OTAMID
; 2 | . ‘ 1 fopuieH CHiBIaiaTy.
i ' X (b) Timolol maleate Complics | The major peak retention time in the sample |
t 1 (HPLC-method) | golution chromatograms should coincide with that
! ‘, 1 in the Timolol reference solution as obtained in the
\ LTHMOJ’IOH}’ Manear \ Assay of Timolol section. i
: Bianosigac 1 Yac yTpumyBaHHH __ggﬂox‘suoro nika Ha \,

Country:

Version No: 03

SPL-QA-SOP-041 -02-12
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SENTISS PHAR
a, Tehsil Nalagarh, Distt. So]
—

CERTIFICATE O

Village Khera Nihl

st

MA PVT. LTD.
an, Himachal Pradesh, 174 101, India

FQUALITY

Ceprudikar

BKOCTI

Item 1 BRINERA, Eye drops, Suspension
Hazga BPIHEPA, kpamni OMHI, Cycriensis

1 mi of suspension contains: Brinzolamide 10 mg, Timolol
I M cyerrensii micyry: Opunzonaminy 10 MT, THM
Dosage form; / Jixapenka dopma: Eye drops, suspension /
Size and type of'pack: 3 ml in the vial with a dropper labele
Ukraintan and English.

Poamip i tun YUAKOBKU: 10 5 My hiiks¢
Kpanenbyuneo y RAPTOHHIH KOpoByi

Kpanui

Manufacturer Country: India / Kpaina - supo6up: Tunis
Pack size/ Poamip ymakosky :5ml/ 5 ma

Batch No./ Homep cepii : N25125A

Mfg. Date/ Hata BUPOBuuIraa 1 05/2025

Exp. Date/ NMpuaarmmis 20 2052027

Name & address of Manufacturer: SENTISS PHARMA P
Village Khera Nilla, Tehsi] Nalagarh, Distt, Solan, Himac
Hasea ta appeca BupoGunxa: CEHTICC DAP
Bisninx Kxepa Hixna, Texcin Hanarapx, Hicrr. Coy
Manufacturer License (formn 28) / BupoGuyya Jligey
Tpatitine nocrigyenmy:

1aH, Ximauag |

Registration certificate / Peecr

¢) Benzalkonium

maleate 6.83 mg
onony majeary 6,83 mr

d in Ukrainian; | vial with

AKOHI 3 KpanensHeueo 3 Mapkys
3 MapRYBAHHAM yKpaiHChKoI0 Ta aHr

hal Prades}
MA [IBT. AT, g

- solution chromatograms st

{eq. to Timolo] 5 mg)
{exsiBaneirro TEMONIONY 5 Mmr)
OUHI, cycnemsis

a dropper in a cardboard box marked in
AHHAM YKPATHCLKOIO0 MOBOIO

THCLKOI0 MOBAMA,

s 10 1 dmakony 3

P N-25-210

1 02/06/2025

1200 L(35714 pack)
120001 (35714 yiL)

2 10/05/2025

Report No./ Homep aniry
Date/ Nata
Batch size/ 06’ em naprit

Date of receipt of samples
Hata orpumanns apaskip

VT. LTD., India,

1, 174 101, India
El
Ipagews, 174 101. lupiy

3ist (hopma 28) No: MB/06/470
@ UA /18598/01/01

ould coincide with that ‘

T e —
RESULTS OF ANALYS A
Pesyavraru auaiszy
e Lo e ANy e
Observations ! Standards {Limits)/ Reference
Pesyaurary f Hopmysanus
) | XpoMarorpamax BUNPoOYsanoro PO3YHHY
i J jm‘afmap'moro posunny Tumonony, OTPHMANUX v |
| | posaini «KinpkicHe  Busnaveny, Tumonony |
! ‘; ' | TOBHHEN chiipnazaty, __
f Complies | The major peak retention time in the sample
| ; :
{
!

(BEPX)

chloride
| (HPLC-method)
b ?
: bemankoniio XJA0pUz Bianosinae |
!

i

I Hunarpiio egerar

- (BEPX)

|
' d) Edetate Disodium Complies i
[ (HPLC-method) ,
Bianosinae i

|

_

Country: Ukraine

Version No: 03

SPT-QA-SOP-041-02-12

i Yac
| Xpomarorpamax
| CTaHnapTHOrO
UTPHMQHHX

| XROPHAYY OBYHeN crignanary,

in Benzalkonium Chloride reference solution as

obtained in the Assay of Benzalkonium Chloride

seclion.

YTPUMYBaHHY OCHOBHOIO
BUNPOOYBanOro possunRy

posuMBy  Bewsaaxonio Xnopuny,
pozaut  «Bujer bemsaaxouio

rrKa Ha

¥

1 sample |

¢
{

The major peak retention time in )
solution chromatograms should coincide with tha
in Disodium Fdetate reference solution as obtained
in the Disodium Edetate section.

Yac YIDHMYBAHHA  OCHORHOIO
XpOMATOrpaMax  BHOpPoSYBanoro pO3UHHY
CTaHaprHoro Posuuny  luwarpio CASTHTY,
OTpUMAaHX ¥ po3aini «Buicr Hunatpiio enerarys |
MOBUHEH CliisriagaTy,

Ha
P

nika

Page 2 of 11
Crop. 23 11,



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

SR - P :

(II%ZZR"!,‘I'FICATIE OF QUALITY
Cepruadixar siocTi

Item . BRINERA, Eye drops, Suspension
Haszpa . BPTHEPA, kpami OYHl, cycneHsist

1 ml of suspension contains: Brinzolamide 10 mg, Timolol maleate 6.83 mg (cq. 10 Tinolol 5 mg)

1 Mn cycnessii MiCTHT! GpuH3ONaMiLY 10 My, TAMOJIOTY MANCaTy 6,83 Mr (cKBIBAICHTHO Mooy 5 MI)

Dosage form: / Jlikapebka dopma: Eye drops, suspension / Kparuti oa, cycrenais

Size and type of pack: 5 ml in the vial with a dropper Jabeled in Ukrainian; 1 vial with a dropper in a cardboard box marked in
Ukrainian and English.

Poawip | THIT YIAKOBKM: 1O 5wty raaKoni 3 Kparie BHENEI0 3 MapKyBaHHAM YKpATHCHKOIO MOBOIO; 110 1 QIAKOHY 3
KpaneNbHULEIO Y KapToHHiA kopo0ii 3 MapKyBaHHAM YKPATHCHKOIO Td aprnifchKO0 MOBAMH,

Manufacturer Country: India / Kpaina - BUpOOHUK: Lupin

Pack size/ Posmip yHaKoBKH - 5ml/ 5 wmn Report No./ Homep apity : N-25-210

Batch No./ Homep cepil - N251254 Date/ Jara 1 02/06/2025

Mfyg. Date/ ara BUpOOHALTEA - 05/2025 Batch size/ 00 em naprii 200 L (35714 pack)
200 1 (35714 yn.)

Exp. Date/ puitatruit 40 0512027 Date of receipt of gamples 1070512025

Jlara oTpEMAHHA IpasKiB
Nare & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal pradesh, 174 101, India
Hazsa Ta agpeca B HpOBHMKA CEHTICC ®APMA BT, AT, Inais
Rinnimox Kxepa Hixna, Texcin HanarapXx, Jlierr. Conad, Kimanai [Tpasewd, 174 101, luain
Manufacturer License (form 28)/ BupoGumda Jhinewsin (Gopma 28) N MB/O6/M4T0
Registration certificate / PeccTpauiiine nocaiguensn: Ne UA 118598/01/01

: Pewnmggmggﬂia

-
i
N
|

i

1

)

1{ Observations
| Pesynpiari
3 ‘} : 5 7.1
31 | Osmolality |
i \ 184 mOsmol/kg ©260-310 mOsm/kg
1 \ . During shelf life:
4 ‘ | * 260-330 mOsm/kg
L _ ' | Ilpu sunycky:
1 | OcpoasabHICTS 284 mOeMos/kr | 260 -310 MOCMOTB/KT |
' | [ipomszom mepminy RpPUOMHOCTIE l
\M R R | 260 - 330 MOCMOTB/KE oo
i | Resuspendability | Complies | Time of resuspendability should 1ot exceed 15
% 5 \ ‘g i second i
P \'.f.’ecycnen-wmmxicrb ! Bianosigac | Yac pecycne;mosanomi He noBHHEH
- | _.ﬂugmw_, ............................ B NepeBHIL BATH [0 L S —
o Sterility ' Complies The drug must be sterile
‘ . \ TepHIABLHICTD Bingnosisae Ilpenapar Mae HyTH CTEPUILHIM
\ | Extractable Volu e NLT 5 o
% 7. | O6’em, mo He meHLIe HDK 5 MIT
I | BUTATACTOON | o [ ——
! 2 At release:

8. | substances™*
(HPLC -method)

a) Test 1
_ Not detected _@Euﬂ*yj(gtsgmgsw&iﬁ/w

et I

[INPSRN—,

Country: Ukraine Page 3 of 11
Version No: 03 Crop. 33 11

SPL-QA-SOP-041 -02-12




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

CERTIFICATE OF QUALITY
Ceprudirar skocri
Item © BRINERA, Eye drops, Suspension
Hasna : BPIHEPA, xparni OMHI, cycrensig

I ml of suspension contains: Brinzolamide 10 mg, Timolol maleate 6.83 mg (eq. to Timolol 5 mg)

I MIT eycnensii micrurs: Gpuuzonaminy 10 ML, THMOIIO:Y MaseaTy 6,33 mr (exrianenTuo TAMOJIONY 5 MT)

Dosage form: /1 ikapceka (opma: Eye drops, suspension / Kpanni ouni, cycnersis

Size and type of pack: 5 ml in the vial with a dropper labeled in Ukrainian; 1 vial with a dropper in a cardboard box marked in
Ukrainian and English.

Posmip i tun virakosku: 10 5 My dnakoui 2 Kpaneisusuero 3 Mapkybarusm YKpalHCLKO0 MORGIO; 10 | Praxony 3
Kpanteabunueo y kapronuii Kopobui 3 MAapKYBAHHAM YKPaTHCLKOR T4 AHIMIHCHKOI0 MOBaMyL.

Manufacturer Country: India / Kpaiua - BUPOGHYK: Txais

Pack size/ Posmip ynakosky Sml/5wmn Report No./ Homep ssity : N-25.210

Batch No./ Howmep cepir 1 N25125A Date/ {ara :02/06/2025

Mfg, Date/ lara BHPoGHKITRA 1 05/2025 Batch size/ O6%em maprii 200 L (35714 pack)
12001 (35714 yn.)

Exp. Date/ Mpunaruui HO 1 03/2027 Date of receipt of samples : 10/05/2025

Hara orpumanug 3pasKin
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101. India
Hasna 1a appeca Bupobunka; CEHTICC ®DAPMA TIBT. JITIL, Lumin
Bianinx Kxepa Hixna, Texcin Hanarapx, Hicrr, Conan, Ximayan MNpasew, 174 101, than
Manufacturer License (form 28)/ Bupobunua Jinensig (opma 28) Ne: MB/06/470
Registration certificate / Peecrpauiiive nocsiguenus: No UA / 18598/01/01

. RESUTTS OF ANAL S

b o e RSV AbTATH anamiay S
! No. f Tests ’ Observations Standards (Limits)/ Reference :
Ne | Tecrn l Pesyanrarn Hopmysanun
T b) Test2 T
] 0.11% ~ Impurity B: NM'T 0,59,
| | Not detected | - Impurity D: NMT 0.5%,
: 0.10% : - Any single unidentified impurity: NMT (.29 :
f I ‘ 0.22% ] - Total impurities (except for Impurity A): NMT
f I 1.0% |
i | During shelf life:
a) Test 1
t - Impurity A(S-isomere): NMT 1.5%,
‘ ; b) Test 2
! | - Impurity B: NMT 0.5%
| ; - Impurity D: NMT 0.5%
5 | - Any single unidentified impurity: NMT 0.5%, :
i i - Total impurities {except for Impurity A): NMVT
; s | | 2.0%
i ! |
i | i
,’ ; CyuyTHi pevobnun / ,{ {Ipu sunycry: I
f OpunzonamMigy** | J a) Tecr 1
; (BEPX) He Bussneno i - Jomitmka A(S-izomep): He Ginpe 1,0% i
f ; ' b) Tecr 2 f
! ,‘ 0,11% ? - Homiuka B: He Ginnme 0,5%
) | | He susaneno ? - Jomiwxa I: He 6ipue 0,5%
| I 0,10% | - Bynb-sxa ogumang we f}.leH'l‘M(})iK(l_E_&ﬁfj?_ MMMMMMMMMMMMM |
S A e IOPTTE ARHANHG HE i e
Country: Ukraine Page 4 of 11
Version No: 03 Crop. 43 11.

SPT-QA-SOP-041-02-12
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SENTISS PH ARMA PVT. LTD. .
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
M PR

....... e

CERTIFICATE OF QUALITY
Ceprag jicar procTi

[tem . BRINERA, Eye drops, Suspension
Haspa . BPIHEPA, xpati outi, cycnemiﬂ

{ i of suspension contains: Brinzolamide 10 mg, Timolol maleate 6.83 mg (eq. to Timolol 5 mg)

| ot cycrieH3ii MICTHTE: 6pxm:;onami11y 10 Mr, THMOIONY MalTeaTy 6,83 mr (exBIBATEHTHO raMosony 3 Mr)

Dosage form: / JlikapesKa popma: Eye drops, suspension / Kpanni o4t cycnensis

Size and type of pack: 5 il in the vial with a dropper {abeled in Ukrainian; 1 vial with a dropper in a cardboard box marked in
Ukrainian and English.

Po3wMip | THIT yHaKOBKIt: TIO 5 i1y QnaKoHi3 KpAEeTHHEUCIO 3 MApKYBAHHAM YKpPAiHCHKORO MOBOIO; no 1 quiakody 3

KpAneIpHUUCto Y KapTOHHIH xopodui 3 MEpPKY BaHHAM YKpAIHCHKOIO T4 AHMHACHKOK MOBAMH.

Manufacturer Country: India / Kpaiua - BUPOOHUK! Tupis

Pack size/ Posmip ynakonka -Sml/ 5 M Report No./ HoMep apity  N-25-210

Batch No./ Homep cepit - N25125A Date/ JHara - /0642025

Mfg. Date/ Hara BHPOGHILTRA : 05/2025 Ratch size/ OO eM maprii :200 L (35714 pack)
2200 51 (35714 yn)

Exp. Date/ [pustaranii O - 05/2027 Date of receipt of samples 10/05/2025

Jlara OTpUMAHHA 3pasKin
Name & address of Manufacturer: QENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal pradesh, 174 101, India
Hazpa Ta aapeca Bupobnunka: CEHTICC ®APMA [1BT. JTIL, Inpis
Biuink Kxepa Hixpa, Texcin Hanarapx, Jiicrt. Conan, Ximauan [Tpaxeus, 174 101, tanis
Manufacturer License (form 28}/ Bupobruya Tineusis (dopma 28) No: MB/06/470
Registration certificate / Pecctpauiiise nocsipuenas: Ne UA /18398/01/01

RESULTS OF ANALYSI
PesyapTat aHAMSY o

Observations

|
Pesyian1arh i
i

i

Standards (Limits)/ Reference
HopmyBasHs

nominika: He Ginpue 0,27
- Cyma JOMILIOK (oKpiM JAOMILIKH A): He Giswe
L 1,0%
- JIpomscom mepMiny RPUOIHOCT
" a) Teer 1
- Jlomimika A(S-izomep): He Oiabuic 1.5%
- b) Teer 2
- Jlomika B He Binve 0,5%
- JTomismka D He Binvie 0,5%
- Bysb-sKa Oj(HBIHA HE inenTAdQiroBana
pomimika: He Hinuue 0,5%

0,22%

i
; l |
| |

\ - Cyma JOMiLIOoK (oxpiM AOMItIKA A): He Oubiue
................ X |
Assay. I 9.85 mg/m From 9.30 mg/ml to 10.70 mg/ml
§ Brinzolamide ‘ (99 %) \ (93 - 107% of LC)
| | (HPLC-method) | 3 |
9. | Kinpricne 3 9,85 mr/Mit ' Rin 9,30 mr/mn Ao 10,70 mr/ma
‘ | BH3HAMCHHA. i (99 %) (93 - 107 % pij 3aABAEHOL KIIBKOCTT)
\ Bpunzonamii E ‘
o leex I — M e
| | Assay. ! 4.81 mg/ml | From 4.75 mg/ml to 5.25 mg/ml i
! 10.  Timolol (96 %) ll (95 - 105% of LC)

Country: Ukraine Page 5 of 11

Version No: 03 Crop. 53 1L
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alagarh, Distt. §

Village Khera Nihla, Tehsil N

SENTISS PHARMA PVT. LTD.

olan, Himachal Pradesh, 174 101, India
........................................ —

CERTIFICATE OF QUALITY

T HRKOCTI

Ceprudika
Item © BRINERA, Eye drops, Suspension
Hasra BPIHEPA, Kpamni o, cycrcuais
I ml of suspension contains: Brinzolamide 10 mg, Timolo] male

b M cyenemsii micrurs: 5pHH30naMi)1y [0 MF, THMORONY M
Dosage form: / Jlikaperka hopma: Eye drops, suspension /
Size and type of pack: 5 mlin the vial with 4 dropper labe
Ukrainian and English.

Posmip i tun ynakosky: no 5 mn
KpanelbHunero y k

y $naxoni 3 KpanensHenero 3 M

apToHHIN Kopobui 3 Mapkys

Manufacturer Count
Pack size/ Posmip ynakonpku
Batch No./ Homep cepii

Mfg. Date/ Jlara BHPOOHUITRA

ry: India / Kpaiua - BupoGHuk: Ianis
:S5ml/5wma

1 N25125A

0 0572025

Exp. Date/ Mpunarumuii o 2 05/2027

SENTISS PHARMA PVT. L.

alagarh, Distt. Solan, Himachal Pra
CEMTICC dAPMA BT AT 1
Hanarapx, Jlicrr, Conau, Ximauan

8) / BupoGumua Mincusis (bopma 2

! PeecTpaniziye nocsimieHns: Ne UA /185

Name & address of Manufactorer:
Village Khera Nihla, Tehsi] N
Hasea ra aapeca BupoBruxa:
Binnimk Kxepa Hixaa, Texcin
Manufacturer License {(form 2
Registration certificate

aneary
Kpamni ouni, cycnensis
led in Ukrainian; 1 vial wi th a dropper in

AHHAM YKPAIHChKOI0 Ta aurnifics

ate 6.83 mg (eq. to Timolo]
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a cardboard box marked in
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aKoMy 3

*N-25-210

1 02/06/2025

1200 1. (35714 pack)
12003 (35714 yn,)

- 10/05/2025

Report No./ H omep 3BiTy
Date/ Mara
Batch size/ O6%em napTii

Date of receipt of sam ples
Hara orpavanus 3paszKin

TD., India,

desh, 174 101, India

HlUist

Mpanems, 174 101, Inunis

8) Ne: MB/06/470

98/01/01

Peaynsrarn apanizy

T l .
i Observations
4 Pesyavrary
| { 4,81 Mr/mn
| Bu3mavenny, | (96 %)
i Tamonon }'
- Timolol related ;
- substances Not detected
, (HPL.C-method) ! Not detected
| »
| f
i - Cynyrui peqosuny f
! | THMOa0uy ) He Buspseno
- (BEPX) ‘ He sussneno
|
| !
! |
i
Country: Ukraine

Version No: 03

APL-QA-SOP-041-07. 1?

Standards {Limits)/ Reference
Hopmysauna

f

sttt

Bix 4,75 mr/mn 10 5,25 mr/ma
1 (95 - 105% gin 3AABNCHOT KiNbKoCT)

I N

LAt release:

' - Any single unidentified impurity: NMT (.29
' - Total impurities: NMT 1 0%

During shelf life:

: - Any single unidentified impurity: NMT 0.3%
§ - Total impurities: NMT 1.0%

| lpu eunyciy.
§ AeHTHDIKOBaHA

- bynb-sika omnmuna we i
! oMiuika: He Ginpige 0,2%
| - Cyma nomimox: He Ginbuie 1,0%
| Tpomseon mepxiny npudamnocmi
- Byab-sxa oaunuuma ye enrndikos
nomiiika: He Sipie 0,3%

|
| . ;
- - Cyma nomiusok: He Obiie 1,0%
f
|

i

2

|
i
| aHa
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SENTISS PHARMA PVT.LTD. v -
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India

,,,,,,,,,,,,,,,,, ,M“,M‘A.A..Mw R ———

CERTIFICATE OF QUALITY
Cep‘mg@ixzm' grgeri

..... R

Ttem . BRINERA, Eye drops, Suspension
Haspa . BPIHEPA, kpam o4 Hi, CyCTIEH3id

{ ml of suspension containg: Brinzolamide 10 mg, Timolol maleate 6.83 mg (eq. to Timolol 5 mg)

1w cycnensil MICTUTh! Gpm»ifxonammy 10 M1, TUMOTIOTY Maneary 6,83 mr (expiBaneHTHO Mooy 5 MI)

Dosage form: / Jlikapebka dopma Eye drops, suspension / Kpanni ouHi, CycrieHsis

Size and type of pack: 5 il in the vial with a dropper labeled in Ukrainian; 1 vial with a dropper in & cardboard box marked m
Ukrainian and English.

Posmip i THIT YTIRKOBKH: 1O 5wty aKori 3 Kpafie/pHeLeto 3 MapKyBaHHAM YKPATHCHKOK MOBOIO; no | GraKoHy 3
KpanebHULEK Y KapTouuii KOpoOILi 3 MapKyBAHHAM YKPATHCLKOKW T AHITICHKOI MOBAMHY.

Manufacturer Country: India / Kpaina - pupoGHuK: s

Pack size/ Posuip ynaKoBKy -5 ml/ 5w Report No./ HoMep 3pity o N-25-210

Ratch No./ Homep cepit . N25125A Date/ Jara - 02/06/2025

Mfg. Date/ lata BHPOOHMILTBA 1 05/2025 Batch size/ 00’ €M paptii 1200 L (35714 pack)
200 0 (35714 yn.)

Exp. Date/ [{pusaTrui 20 0572027 Date of receipt of samples : 10/05/2025

JiaTa oTpHMAHBA 3pasKin
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsi Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hazea Ta agpeca Bupobrnka: CEHTICC DAPMA TIBT. JITJL., Tenis
Binnimx Kxepa Hixia, Texcin Hanarapx, JicTT. Cosnan, Xivauan Hpanens, 174 101, Inuis
Manufacturer License (form 28} / Bupobunya Jlinersia (Gopma 28) Ne: MB/06/470
Registration certificate / Peccrpaninne noceimuenns: Ne UA/ 18598/01/01

i Observations Standards (Limits)/ Reference
PesyanTari i HopnmyBpanrs
! 1 Chloride confent | | At release: =
| ! (I-H’LC-method' 0.096 mg/ml L 0.085 mg/mlto 0.110 mg/ml
o | :
: ; { (95.7%) L (85.0-1 10.0% of LC)

‘ ‘] - During shelf life:

' ‘, | 0.080 mg/ml to 0.120 mg/ml

| | i (80.0 - 120.0% of label claim)

|12 Brict ; %l |
\ | Benaakoniio ; b ITpu eunycry: i
z %

|

[ XAOPHLY 0,096 Mr/w © 0,085 mr/mi A0 0,110 mr/ma
L (BEPX) (95,7%) 1 (85,0 - 110,0% Bifl 3aABSIEHOT KITBKOCTI)
% | [pomszon mepMiny n[)Ll(ﬁ(l)?’kﬂ()é?ﬂi.‘
l 0,080 mr/mn 10 0,120 Mr/mn
Ii | (80,0 - 120.0 % sin SasBAeHOT KUTBKOCT!)
» e [ —
\ sodium edetate | At release
‘i content 0.097 mg/ml ; From 0.090 mg/ml to 0.1 10 mg/ml
| (HPLC-method) (96.7 %) | (90.0 - 110.0% of LC)
13 ; During shelf life:
I | From 0.080 mg/ml to 0.110 mg/ml
| g | (80.0 - 110.0% of LC)
Country: Ukraine : : Page 7 of 11
Version No: 03 Crop. 73 11
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India

CERTIFICATE OF QUALITY

Cepradirar AKOCTI

ltem * BRINERA, Eye drops, Suspension
Hasna ¢ BPIHEPA, kpanzi OYHi, Cycnensjn

I ml of suspension contams: Brinzolamide 10 mg, Timolol maleate 6.83 mg (eq. to Timolol 5 mg)
I'sur cycnensiy micury: 6pmi30:1aMi;1y 10 mr, THMonony Maneary 6,83 mr (exBiBaNeHTHO THMOJI0TY 5 mr)
Dosage form: / Jlikapenka (opma: Eye drops, suspension / Kpani oyni, CyCHeHsis

Size and type of pack: 5 ml in the vial with a dropper labeled in Ukrainian; 1 vial with a dropper in a cardboard box marked in

Ukrainian and English.
Posmip § Thn yiakosky: 110 5 M1ty doakowi 3 KPaneinsHENelo 3 Mapkysanusm YKPaihChx010 MoBOKO; 110 | trakowy 3
KpanensHuueto y xaprouui KOpoGui 3 mapkysanrsm YKpaiuchkoio ta aHIIHChKOI0 MOBamuy,

Manufacturer Country: India / Kpaina - BupoGuu: Inzis

Pack size/ Posmip ynakosy Sml/5mn Report No./ Homep ssity : N-25-210
Batch No./ Homep cepii P N25125A Date/ Jara 1 02/06/2025
Mfg. Date/ lara BUPOGHUITBA 1 05/2025 Batch size/ 067 en naprii 2001 (35714 pack)

22000 (35714 ym)

Exp. Date/ Npuaaruni 4O 0572027 Date of receipt of samples : 10/05/2025

Hara otpamanys 3paskis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasea ra agpeca BupoGuuka: CEHTICC DAPMA I1BT. JITI, ais
Binnimox Kxepa Hixna, Texcin Manarapx, Hicrr. Conan, Ximauan [pagem, 174 1 01, Tunis
Manufacturer Licenge (form 28) / BapoSima Jlineusia (hopma 28) Ne: MB/O6/470
Registration certificate / Peecrpaniiive nocsinyenua: No UA /1 8598/01/01

SULTS OF ANALYSIS
e P@wﬂumzy

Observations Standards (Limits)
} .
Pesynnrarn Hopmypanua

MW""WE"’?@}E“}}Z}ZEZ?};{"L?'"”""‘"
| Humarpirn enerary 0,097 wmr/mn I Bin 0,090 sr/vn 710 0,110 mr/mn
|
|

i f (BEPX) (96,7%) | (90,0 - 110,0% gin saspaenor KibKoeTi)
! Hpomszou MEPMINY NPUdnHocni:

' ! Big 0,080 mr/mn 5o 0,110 mrivn
e (80,0- 11 0.0% Bix sanenenoi kinprocri) _
- Viscosity At release:
| 68 cps 120 - 100 cPg
! During shelf life:

B makicre [ 20-120 cPs
| Tlpu aunyexy:
68 ¢l 1201001
|7 Ipomsizom MEPMILY npudamnocmi.
Particle size | At release-
| 98% | 290% - NMT 10 um
100.0% | 299.5% - NMT 25
100.00% " 299.95% - NMT 50 um

i
i
i
!
|

100.000% - 299.995% - NMT 100 pm
| During shelf life:

o
n

|
| ; | >85% - NMT 10 um

[ | i? 299.5% - NMT 25 pum

i
{

T N § 4 22_;8.5%._;1\1@;&EL“L_»__WW,W.._u\,w...‘. -

Country: Ukraine Page 8 of 11
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SENTISS PHARMA PVT. LD,
Village Khera Nihla, Tehsil Nalagath, Distt. Sol

an, Himachal Pradesh, 174 101, India

CERTIFICATE OF QUALITY

Cepr

adigat arocti

Ttem . BRINERA, Eye drops, Suspension
Hassa - BPIHEPA, xparuii ouni, CyCHCH3IA
1 ml of suspension contains: Brinzolamide 10 mg,
{ it cycrensil MicTHTh! Hpunzonamigy 10 Mr, THMONOLY
Dosage form: / jlixapcrka dopma: Eye drops, suspension
Gize and type of pack: 5 ml in the via
Ukrainian and English.

Posmip | THIT yHaKoBKH: 110 5 mn y daakoui 3 Kpaneab
KpaleTbHHULEIO ¥ KapToHHi#A KOpoBill 3 MApKYBaHHAM YKP

Manufacturer Country: India / Kpaiua - pupodnuK: nais

Pack size/ Po3mip ynakoBK#H :5ml/ 5 M
Batch No./ Homep cepil - N25125A
Mfg. Date/ Jlata BpoOHHLTEE - 05/2025
Exp. Date/ [pugathnii 10 - 0572027

Name & address of Manufacturer:
Village Khera Nihla, Tehsil Nalagarh,
Hassa ta afpeca Bupoluuka: CEMTIC
Binnimwk Kxepa Hixsa, Texcin Hanarapx,
Manufacturer License (form 28) / BupoBrya
Registration certificate / Peccrpauiiise MOCBIIHMCHAL: No

‘Timolol maleate 6.83 mg (eq. to Timolol 5 m

| with a dropper labeled in Ukrainian;

Heuelo 3 MapKyBaHHAM Y

g

maneaty 6,83 Mr (CKBIBUICHTHO THMONIOY 5 MT)

/ Kpari oun, cycrensis

{ vial with a dropper in a cardboard box marked in

KPATHCBLKOO MOBOIO; T10 1 pnakoHy 3
ATHCLKOIO TA AHIVHACHKOK MOBAMK.

i N-25-210

. 02/06/2025

1200 L (35714 pack)
200 5 (35714 yin)

- 10/05/2025

Report No./ Homep 3PITY
Date/ Jlara
Batch size/ 06 em naptil

Date of receipt of samples
Jlara oTpuMaHis 3pAsKiR

SENTISS PHARMA PVT. LTD., India,

Distt. Solan, Himachal Pradesh, 174 101, India

C OAPMA TIBT. T/, lunis

Iicrr. Conan, Ximauan Mpanew, 174 101, Taais
Tlinenain (popma 28) Ne: MB/06/470

UA /18598/01/01

RESULTS OF ANALYSIS
PesyapTari anaizy

No. Tests Observations Standards (Limits)/ Reference
Ne Teern PesynbTari Hopmysauus
>69.995% - NMT 100 pm
Hpu euntycry:
‘ Poanip 4acToR 98% >90% - He 6ibiue 10 MM
'; ! 100,0% 209 5% - He Ginbme 25 MKM
100,00% >99,95% - He Binpine 50 MKM
100,000% >99.995% ~ He Oinblue 100 MKM
Tpomsizom mepasiny HPUOGRIHOCIN
>85% - He Gunbie 10 MM
>99,5% - He Ginbuie 25 MEM |
>99 95% - He Ginpuie 50 mEM
209 995% - He Giapwe 100 mkm

**Brinzolamide impurity B: A(R.«4wami iib)':i,B-cii}lydro 2
sutfonamide-1,1 ~dioxideethandioate 1:1

Brinzolamide impurity D: 6-(amino-hydroxy-oxo-6-su

¢]-thiazine -4-one {«Cheton)

¥ DHH30IAMIIL OMITIKE B: (R-4-amino)-
cynbhonamin-1,1 -AMOKCHI eraupioar 1:1
Bpunzoamizy JoMILIKa D: 6-(aMiHO-TiAPOKCH-OKCO~
-[3,2- e]-riazu -4-0H («Keton)

Country: Ukraine

Version No: 03

SPL-QA-SOP-041-02-12

2,3-Auriapo -2»(3~MeTOKcunponin)~4H~Ti€Ho—[3,2;&:

-(3-methoxy i;ropyl)—%l—thien.()-[.?,2,-911 -thiazine-6-

[3.2-

lphanyl)~2~(3-rnethoxypropylf)~ {, 1-dioxo - 3H-thieno -

|-riaznn-6-

6-cynvthaning-2- (3-meTokcunponin)-1, 1-autokco - 3H-Tieno -

Page 9 of 11
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SENTISS PHARMA PVT. LTD.
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, Indja

CERTIFICATE OF QUALITY
Ceprudirar sicocri

Item * BRINERA, Eye drops, Suspension
Haspa . BPIHEPA, xpanni ouni, CycHeH3isn
1 ml of suspension contains: Brinzolamide 10 mg, Timolol maleate 6.83 mg (eq. to Timolol 5 mg)
I ma cyenensii micTuTe: Opumzonamiay 10 mr, THMONONY Maieary 6,83 mr (expiBaenTHO TUMONOAY S M)
Dosage form: / Jikapebka tpopma: Eye drops, suspension / Kparwti ouni, cycriensis
Size and type of pack: 5 ml in the vial with a dropper labeled in Ukrainian; 1 vial with a dropper in a cardboard box marked in
Ukrainian and English.
Poamip i THI yiakoeku: 110 5 Ma ¥ GAaKoHi 3 kpaneasHeneo 3 MapKYBAHHAM YKPATHCHKOK MOBOIO; 110 | hrakony 3
KpaneasHuLeo y kapTounili kopoGui 3 MapKyBAHHAM YKPATHCHKOK Ta aHINIHCLKOI0 MOBAMM.

Manufacturer Country: India / Kpaiua - BupoGumk: Inpis

Pack size/ Posmip yuakonku S5ml/5mn Report No./ Homep 3pity : N-25-210

Batch No./ Homep cepit © N25125A Date/ Hura :02/06/2025

Mfg. Date/ Tara supoGuniraa 10572025 Batch size/ O6’em naprii © 200 L (35714 pack)
12001 (35714 yn,)

Exp. Date/ Ipunaruuii no 10572027 Date of receipt of samples : 10/05/2025

Aara otpaManua spaskin
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD., India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Hasea Ta anpeca BupoBumka:; CEHTICC DPAPMATIBT. JITIH., Inais
Binnimx Kxepa Hixna, Texcin Hanarapx, Hicrr. Cosan, Xivauan Tpagew, 174 101, Tuyis
Manufacturer License (form 28) / BupoSuiraa Jlineusis (thopma 28) No: MB/O6/470
Registration certificate / Peectpauiitue nocsiuenns: Ne UA /18598/0 1701

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 meet the requirements of GMP,

Buenonow:

Hum nigreepxyemo, wo sumenanegena IHpOpMaLis ¢ JOCTOBIPHOIO Ta TOuHO.

Lo cepiro nponyxkigi Gyso BupoGreno (Bxrrouarouu NAKYBAHHSA / MADKYBAHHHA) Ta NPOBEIEHO KOHTPOL 1T 9KOCT]

HA BHINE3A3HAYCHIA AUILHUIG Y 1I0BHIH BIAMOBIAHOCT] 3 BUMOraMi GMP, seranosnennmu Micierum PErYAATORHIM
OPFAHOM, 8 TaKOX BLIMOBIAHO 20 creumdikauii, mo MICTATBCS Y peecTpamifinomy aocke  Ta JOKYMEH a1,
HTBEPIKEHOT B Yipaini ans AOCAUAAKYBAHOLO THKAPCHKOro 3acoby. Ilpotokonn supoGuuuTEa, NAKYRAHHS 13
KOHTPOIIO 4KOCTI Cepii niepersisuyTo Ta seraHopieno BLAOBinHICTE GMP,

Country: Ukraine v Page 10 of 11
VYersion No: 03 Crop. 103 11
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SENTISS PHARMA PV, LTD.
TISg  Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India

B

CERTIFICATE OF QUALITY
Cepradikat arocti

Ttem - BRINERA, Eye drops, Suspension
Hazssa . BPIHEPA, kpanai ouHi, cycriensis

1 ml of suspension contains: Brinzolamide 10 mg, Timolol maleate 6.83 mg (eq. to Timolel 3 mg)

1 Mt cycrensii MICTUTh! Gpuuzonaminy 10 mr, iMooy Mareaty 6,83 mr (eKBIBAIEHTHO THMOROTY 5 wr)

Dosage form: / Jlikapenka popma: Eye drops, suspension / Kpanti o4 Hi, cycreHsis

Size and type of pack: 5 mlin the vial with a dropper labeled in Ukrainian; 1 vial with a dropper in a cardboard box marked i1
Ukrainian and English.

Po3aMip | THI YURKOBKI: fio 5 MN Yy akoni 3 KpaneabHEUero 3 MApKyBaHHAM YKpaiHCHKOIO MOBOIO; 110 1 drakony 3
KpareLHuee y xapTorHiit KopoOui 3 MapKyBAHRAM yKpaiHCHKOIO Ta AHPIICHKOO MOBAMH.

Manufacturer Country: India / Kpaina - BUpoGHAK: Tupis

Pack size/ Poamip ynakoBKH :5ml/ 5 wma Report No./ Homep saity 1 N-25-210

Batch No./ Homep cepil . N23125A Date/ Hata - 02/06/2025

Mfg, Date/ Jlara supoGHuuTEa : 0542025 Batch size/ 06 em maptii : 200 1. (35714 pack)
2200 1 (35714 yn)

Fxp. Date/ Tpunarauid 10 : 05/2027 Date of receipt of samples 10/05/2025

Jara orpumanis 3pasKis
Name & address of Manufacturer: SENTISS PHARMA PVT. LTD,, India,
Village Khera Nihla, Tehsil Nalagarh, Distt. Solan, Himachal Pradesh, 174 101, India
Haspa 1a agpeca Bupobuuxa: CEHTICC ®APMA TIBT. JITJL, Tupis
Bisniwk Kxepa Hixna, Texcin Hanarapx, Jlicrr. Cosian, Ximauan [Tpanew, 174 101, lugis
Manufacturer License (form 28) / Bupo6reua Jliuensis (opma 28) Ne: MB/06/470
Registration certificate / PecCTpaulifiie noCBUMEHH Ne UA /18598/01/01

[ S - et
Signature/ e Signature/ Hianue """ Signaturc’ |
o - '

- ),{j")/g , ) N ) e o
..... oy O _puge’ Qv
Date/Mara Date/ata Date/Jlara
Ravi Kumar Pardeep Janga Ranjeet Singh
Pasi Kymap Tapaio Jxaura Paniy Cirrx
Manager Sr. Manager Deputy General Manager
Quality Control Quality Control Quality Agsurance
MeHeRKep Crapuisii MEHEKED 3ACTYRHHK FeHEPAALHOND AHperTop2
KonTposb sKocTi KoHTpois siKocTi Iabesnedents AROCT
Prepared By Reviewed By Approved by
HpuroToBin Itepesipus 3aTBCpAMB

_ E /{)')"g
Date of Batch release/ 1 £ 8] vy L Responsible for Batch release/

Jlara unycKy cepii: RinnosigansHuit 3a BUITYCK Cepify e
Name of authorized person
YriosHoBaXKEHa 00002 Pauxut Cirrx
Designation of authorized person Deputy General Manager
[locana ynoBHOBAKEHOT ocobu 3aCTY MHAK [EHSPATHHOTO JUPEKTOPA
Country: Ukraine Page 11 of 11
Version No: 03 Crop. 113 1L

SPL-QA-SOP-041-02- 12






http://www.tcpdf.org

