TEPYTIKCITY KEBA
JNEPHKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMH Y XAPKIBCBKIii OBJIACTI

ByJ1. ['pomMansuceka, 25, M. Xapkis, 61057, ten/dakc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPTIOVY 36985153

BUCHOBOK
npo fAKicTh BBe3eHOT0 B Y KpaiHy JiKapchbKOro 3acoly

13.09.2023 - , , Ne 46598/23/20

ANKIOPEHAK €BPO

(HalimelyBauna nikapeeKkoro 3aco0y 3riflHo 3 peccTpalifiHuM nocBia1eHHAM)
TabJ1eTKH, BKPUTI 000/I0HK010, KWIIKOBOPO34HHHI 1o 50 mr o 10 Tabnerok y 6.rucTep1, no 10
OJticrepiB y xopoOui 3 kapToHy

(dopma BUIMyCKY, BO3YBaHHS, BUA NakyBalHa Jikapcbkoro.3acoby)
Howmep peecrpatiiinoro nocsimuenns UA/3939/03/01 erpok nii peectpauiiinoro moceimuenns 01.01.2099

Cepis nixapcbxoro 3acoby Ne PDU23007 KinpkicTs BBeseHoro nikapeskoro sacoby 29500 yr.
IOnix dapmacsiorukan JlaGoparopis (BiminerHs dipmu "Ix. b.

BupoGuuk , B .
B Kemikans enx @apmacsroruxans Jita."), Innig

(HalimenyBanus BUpOOHHKaA ikapchkoro 3acofy, kpaiHa noxomxeunn)

Beeseno B Vipaiky Towapucrro 3 00MekeH0I0 BIXNOBiXANLHICTIO "Kouaplc Inreamen'',
inenT. kon: 25182226

(natimenyBanins Ta koa 3a CAPTIOY topuanuiof ocobu abo npissuwe, iM'a, no 6arbkosi hisuuHol
0co0u - nianpucmis, 1i Micie NPoXUBARHS Ta peccTpauifnuit HoMep 061iKOBOT KapTKY nAATIMKE
nogatkis abo cepist Ta HoMep macropTa)

Iporoicon sisyanbuoro kourposio sin 25.08.2023 Ne 724/0/01.21-23/14.

Jla6opatopHuit anani3 SKOCTI JikapCLKOro 3acoBy 3MikcHEHMM:

HepxaBHa HayKoBO-I0CiAHa 1abopaTopis 3 KOHTPOMO AKOCTI JiKapchKuX 3acobiB JlepykapHol
ycranosH "IHCTHTYT rpomancekoro 3nopos's im. O.M. Mapseesa HAMH Vkpaiaun" (M.Kuis,
_Bya.Ilonmynperka 50)

(nakimenyBanus Ta Micllesnaxo/bkeHHs NaGoparopii, 1o nposena NabopaTopHui aHami3 SKOCTI)

Bucnosok wono axocti nikapeskoro 3acoBy, Bumanuit naboparopieio six 12.09.2023 Ne 2010

PesynbTaru nabopaTopHoro ananisy sxocti fikapcskoro 3aco6y 3a neperipeHMMM MOKa3HMKaMu BIIMOBIAAOTH
BHMOI'aM METOLIB KOHTPOTIO SKOCTI (AHATITHY HO-HOPMATHBHOT IOKYMEHTALLT).

3a  pesyibTaTaMM EpKABHOIO KOHTPOMIO. BCTAHOBJEHO, IO n'ikapct,xm‘a 3aci0 ~£7g By KpaiHy 3

AOTPHMaHH

%Q (j[“; (3 »

¥ Bk ABCTBA 11010 3a6e3reueHHs AKOCTI NiKapChKUX 33
LCP L KOHTPO .
G
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CERTIFICATE OF BATCH RELEASE
CEPTHPIKAT BUIIYCKY CEPI

Product name:

Hassa npogyxuii:

India
Inain

DICLOFENAC EURO Manufacturing country:

Pharmaceutical form:
Jlikapeoka dopya:

JHAKJTODEHAK CBPO 2 'ICpai'ua-nnpoﬁnmc:
enteric-coated tablets, 50 mg e
TabsaeTn, BKpHTi 060/10HK OO, Knmxonopumrmm 1o 50 mr

Strength/potency: | 1 tablet contains Diclofenac sodium 50 mg .
Cuuia git/akTaBhicrs: | 1 rabaerka Micrur, XuKI0PeHAKY HATDIO 50 mr e
Type and size of | 10 tablet in a blister with Ukrainian labeling; 10 blisters in a cardboard box
packaging: | with Ukrainian and English labeling
Bug i posmip | mo 10 rabnerok y Gaicrepi 3 MapKyBaHHAM YKPATHCLKOIO MOBOIO; o 10
yuakopkH: | Gicrepis y xopoGui 3 xapToHy 3 M«‘lpKyBaHHﬂM yKpaiHChKo10 T2

anrmncmcoro MOBAaMH ' : b L5

MicneinaxonxeRnHs:

Batch No.: | 153607 Bateh Sres: 20500 packs
Cepin Ne: Posmip cepii: yIaKOBOK
Manufacturing date: . Expiry Date:
HarTa BRpoOHULTEA: 06/2023 TepMin npuaaTHOCTI: iiniates
o Registration Certificate: UA/3939/03/01 Unlimited frOfn: 04.02.2022
Peccrpauniiige nocpiguennys: HeoOmexeno Bim:
Manufacturer | Unique Pharmaceutical Laboratories (a division of J. B,
name: | Chemicals & Pharmaceunticals Lid.) License No.: G/1430
Haitvenysanns | IOuik dapmacstotuxan JlaGopatopis (sigginennn Jlinensin Ne:
pupobrura; | dipmu «JDk. B, Kemikans eng @apmacorornkans Jfijan) -
Location: | Plot No. 215-219, G.L.D.C., Industrial Area, Pznoli -394 116, Dist. Bharuch, India

Hinaska Ne 215-219, Jxi. Al . Ci lﬂzxacTrmn Epia, HHanoai - 394 116, okpyr
Bxapyx, Tugin

Conclusion on f:onflrmatlon of GMP (.?ert.lﬁmte No.: 550/20»_22/-(;_»1024 datc.d 29.12.2022
Bucropox woao ninreepaxenns cepradiary HBIT Ne: BiJ

Labelling: | Should correspond to the registered labelling. Complies

MapkyBanus: | ITouHHO BianosixaTu 3apeccTpoBAHOMY MapKyBAH HIO. Binnogizae
Packaging: | Should correspond to the requirements of MQC. Complics
Naxysannn: | ITosruno shxnosizarn sasoram MEKSL . Binmosinae

Analysis results: | Certificate of analysis No,: . L d ) dated
PesynerarTh aHajisy: Cepradikar aganizy Nu: 10TEZS00208% & | Big | 23.06.2023

Factory:

CIN: L24390MH1976PLC0193B0

Plot 215 to 219, GIDC Industrial Estate
Pancli= 394116 Eharuch Gujarat.

[Corporate Office:

9 Registeref}
CIN: £24 IN: L2439DMH1976PLCI D]QdBD
Neelam nergy 1T Park, Unit A, 8" Flogr,

Appa Saheb Marathe M:'?rg,: -
Prabhadevi, Mumbai — 400025,

y www jbpharma.com
L +91 22.24395200/5500
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I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site in full
compliance with the GMP requirements of the local Regulatory Authority and with the specification
available in registration dossier. The batch processing, packaging and analysis records were reviewed and
Jound to be in compliance with GMP, /
Lum 5 3aceiouyro, wio Hagedenq suie inopmaia € docmogipiow ma mosnoro. Lo cepiro npodyicyil
0yA0 sUpoORCIO (BRAIONAIONU HAKYEAHKA/MAPKYSAHHA) mMaA KOLMPOILs IT AKOCIE HA suwieIasnaverii
eUpOGHUYil dinbruKi nPoeoeHo y noekiil sionosionocmi 3 sumozast GMP, ecmarnosnenumu Micuesum
DEZYNAMOPHUM OP2AHOM, d MAKONC 6I0Nn06i0N0 00 cnenldhikayil, ugo MicmuntbCa ¢ peccmpayiinomy
docve. Hpomoronu supobuuymea, naKyeaHHA Ma QHARI3IG Y0 REPEAHYIN0C MA 6CHIAHO8IEHO
gionosionicine GMP. ey

Name | Hasmukh Faysinh Arya

Position of person authorising the batch release | Assist. Manager Quality Assurance
Hpisrine | Xacmyx MQucaitcin Aps

Iocana ocolu, sika BUAANA N03BIT HAa BUITYCK cepii
Signature of person authorising the batch release
Hinmic ocofu, sixa BHAAIA JO3BIJI HA BUNIYCK cepil
' ~ Date of signature
Jara ninnucanss

AcucT, 3abesneyenus AKOCTI MenemKepa

N = -

; 23.06.2023

Z,
Eus(pANOLIE 5
S EZ
e, oy
N N
0/0;/ * ‘q&\

© Factory: - 9 Registered Office: 9 Corporate Office:
CIN: L24330MH1976PLCG19380 CIN: L.24390MH1976PLC0719380 CIN: L24390MH1976PLC019380
Plot 215 to. 219, GIDC (ndustrial Estate Neetam Centre, ‘B’ Wing. 4" Flooy, Cnergy IT Park, Unit A, 8" Floor,
Panoli- 384 116, Bharuch, Gujarat. Hind Cycle Road, Worli, Mumbai - 400030, Appa Saheb Marathe Marg,

¢ 912646272472/ 784 /304 /783 /335 ' +91 22.24822227 Prabhadevi, Mumbai ~ 400025,

. o www.jbpharma:com
@ jbepl.panoli@jbpharma.com ¢ 491222 ;
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A Division of J. B. CHEM!CALS & PHARMACEUTICALS LIMITED
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CERTIFICATE OF ANALYSIS

Product name: | DICLOFENAC EURQ A :
Pharmaceutical form: | enteric-coated tablets, 50 mg :
Batch No,: | PDU23007
Date of manufacture; | 06/ 2023 [ Expiry ‘gate:_[ 05/2026
Analysis procedure results
QUALITY . . r ‘
PARAMETER SPECIFICATION METHODS RESULTS
1. Description: Orange, round, biconvex entetic-coated D. 1 MC, Complies
Appearance tablets. visually
2. Identification.  : The retention time of the peak of p.2 MC,
diclofenac on the chromatogram of the HPLC, USP
sample solution should correspond to the | <621> Complies
time of the main peak on the
chromatogram of the test solution and
standard solution (Assay).
3. Average weight. | 160 mg £ 5% p.3 MC 154.64 mg
4. Uniformity of Acceptance value should be < 15. p.4 MC, USP
dosage units, <905> HPLC, 5.6 %
USP <621>
5. Chromatographic | Related compound diclofenac A: not more| p.5 MC 0.00 %
uri than 0.5%. HPLC, USP
- Any other individual impurity: not more | <621> 0.10%
than 1%. : -
The total amount of impurities: not more 0.1 %
than 1.5%.
6. Dissolution. p.6 MC
1. Acid stage Not more than 10% of the amount USP <711> 0%
indicated on the labef of diclofenac '
_ sodium dissolves within 2 hours; j
2. Buffer stage Not less than 75% (Q) of the amount 101 %
s indicated on the label of diclofenac
¢ ‘ ¥ 4 godium dissoives within 45 minutes.
> 70\d! Release: p.7 MC
W% - 105.0% of the indicated amount | HPLC USP 47,93 mg/tabl.
roike label, (47.50 mg - 52.20 mg/tabl). | <621> (95.9 %)
Wiring Shelf-life: '
KB % - 110.0% of the indicated amount
?‘:a label, (45.0 mg - 55.0 mg/tabl). .

Q@ Factory: 14
CIN: L24330MH1976PLC019380
Plot 215 t0 219, GIDC industrial Estate
Panoli - 394 118, Bharuch, Gujarat

¢ +912646272472/784 /304 /783/335 ¢

@ jbopl.pancli@jbpharma.cam

LvEllicg
P
<
Nl N W
\‘—'Q/C:orpora(e Office:
CiIN: L24390MH1976PLCY19380
Cnergy IT Park, Unit A, 8" Floor,
Appa Saheb Marathe Marg,
Prabhadevi, Mumbai ~ 400025,

C +97 22 24395200/5500

Registered Office;
CIN: L243S0MH1976£LED15380

Neclam Centre, ‘B’ Wing, 4" Floor,

Hind Cycle Road, Worli, Mumbai ~ 400030,
+91 22 24822222

www.jbpharma.com



@ UNIQUE PHARMACEUTICAL LABORATORIES
¢ A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
_for GOOD HEALTH
{ Certificate: | 10FP23002088 | Page2of2
8. Microbiological ~|EP.7.0,p.
Quality. . 2.6.12;2.6.13
Total Aerobic not more than 1000 CFU/g {barmonized Complies
Microbial Count ! method)
(TAMC) UsP 34, ‘
Yeasts and Moulds | not more than 100 CFL/g (61), (62) Complies
(TYMC) (harmonized
E. coli Absenceper 1 g method) Complies

Name | A.P.SHAH
Asst. General Manager — QC

s

Date of signature | 23/06/2023

Position of person authorising the batch release

Signature of person authorising the batch release '

¢ Factory: 9 Registered Office: 9 Corporate Office:
CIN: L24390MH1976PLCD19380 CIN: L24390MH1Y76PLC019380 CIN: £24390MH1976PLC019280
Plat 21510 219, GIDC Industrial Estate Neelam Centre, ‘B' Wing, 4* Floox, energy 1T Park, Unit A, 8" Floor,
Panoli - 394 116, Bharuch, Gujarat. Hind Cycle Road, Woli, Mumbai = 400030, Appa Saheb Marathe Marg,
C +91 2646 272 472 / 7B4 304 /783 /335 « +91 22 24822222 Prabhadevi, Mumbai - 00025, www.jbpharma,com

@ jbepl.panoli@jbpharma.com & 91 22 24395200/5500




CEPTHOIKAT AHAJI3Y

Ceprudiirar No;
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Hazea npogykuii:

JTUKJIO®EHAK €BPO

Jlikapebka gopma:

TAGJCTKH, BKPHTI 060J0HK0K, KHIIKOBOPO3YMHHI no S0 mr

Cepist Ne:

PDU23007

JlaTa BHpOOHBUTBA:

06/2023

| Tepmin npuparnocri: | 05/2026

Pe3yJIbTATH HPOBEAEHHS AaHATIZY

HAUMEHYBAHHS#

METOAN

PE3YJIBTATH

TIOKA3HHKA BUMOI'ML MiA KOHTPOJIIO
1. Onue: Opaikesi,  «pyrai,  msoonykii | .1 MK, BinmoBinae
3osHiIHIA BUTIAA TabiieTiy, BKPUTI | BI3yalIblIO
KHIIKOBOPO3ZYHHIOIO 000JOHKOK.
2. InenTHikauis, Yac YTPUMYBAHHS nika | m.2 MK,
aukiodenaky ma xpomarorpami | BEPX, USP
JIOCTIJUKYBHHOI'O PO3YUHY MOBHHEH | <621>
BLATIOBIJATH  4acy YTPHMYBaHHs Bignosinae
FOJIOBHOTO TiKa Ha XpoMaTorpami
craHpaprHoro posuuHy (KinpkicHe
BU3HAUYCHHS).
e g 1
3. Cepeanst Mmaca. 160 mr £ 5% p.3 MK 154,64 wr
4. QOHopiaHICTE Yucito npuiHyrHOCTI Mae 6yTH .4 MK, USP
J030BAHUX OJHMNMIL, | MEHLIC YU piBHO 15. <905> BEPX, 5,6 %
USP <621>
5. Xpomartorpapiuna | Poanuua crnonyka muknodenaky A: | n.5 MK BEPX, 0,00 %
YHETOTA. ue Giasie 0,5%. USP <621>
Bynp-sxa iHura iHauBixyansHa 0,10%
- aomimka: e oipue 1%.
Cyma nomiwox: ge bineme 1,5%. oo 0,1 %
6. Pozunnenus. n.6 MK
1. Kucrortna cragis He Oiabiue Hixk 10% Bia kisbkoceti | USE <711> '
BKA3aHO} Ha CTHKETLL 0%
quknoderaxy HATPiIO
PO3YHHACTBCS TIPOTATOM 2 FOJMH;
2. Bydepra crazis He wemm Hix 75% (Q) Bin
KUIHKOCT] 3a3HAYEHO! HA €THKETI 101 %
AuKnodeHaxy HaTpiO
PO3YHHSAETHCH NIPOTATOM 45
XBHJIVH, ;
7. Kinpkicue 1. pu aunycky: n.7 MK
BH3HAUCHH: 95.0% - 105.0% sia «izsrocti |"BEPX USP
Jluxmodenak HaTpilo BKa3aHO! Ha etukerui, (47.50 My - <621> . - 47.93 mr/rabn
52.20 mr/Tabn). . (95.9 %)
2. Hpomsizom mepaiity :
npUOaMItOCmI:

90.0% - 110.0% Bix xinkkocti
azavol 11a eruxerui, (45.0 M -
0 mr/rad.).).
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Ceprudirar Ne:
8. Mixpo6ioJoriuna EP. 7.0., p.
qHCTOTE 2.6.12;2.6.13
3aranpHe YHUCHo He Oubuze 1000 KYO/r (rapmonizoBauit Binnosijae
aepoBHUX METO/)
MIKpOOpraHi3MiB USP 34., (61),
(TAMC) (62) |
[TnicHaBux ra re Oinpie 100 KYO/r. (rapMOHizoBaHuid Bixnosinae
DI MKOBUX FPHOIB * | meTon)
(TYMC) ;
E. coli Bincythas I r Binnosixae

INpissume | AJI. IHAX
ITocana ocobu, Bignosinannuoi 3a Bunyck cepii | Accnerent 'enepassnoro menemxepa — K5l

ITimmuc ocobn, BinnosiaabLHo1 32 BHITYCK cepil

Harta mignucanng | 23.06.2023

[Teperna0 30idcCHeR0 81ACHUKOM PeECPAYITIHO20 NOCEIOYEHHS




JAEPXIJIIKCIIYXKXBA
AEPKABHA CJIYKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMM Y XAPKIBCBKIN OBJIACTI
By ['pomansHcbka, 25, M. Xapkis, 61057, Ten/daxc: (057) 731-50-68,
e-mail: dIs.kh(@dls.gov.ua, https://www.dls.gov.ua, Koa €JIPTIOY 36985153

BUCHOBOK
PO SIKiCTb BBE3¢HOr0 B YKpaiHy JikapcbKoro 3acody

30.09.2024 Ne 50635/24/20

AUKJIODEHAK €BPO

(Halimenypaing aikapebkoro 3acofy 3riao 3 PecCTPaLifiMy HOCBLAMCHIAM )
Tab/IeTKH, BKPHTI 060JI0HKO10, KHIIKOBOPO34HHHI 110 50 mr; o 10 Tadaerox y GJicrepi;

1o 10 OaicrepiB y kopobui 3 kapTony
(opma BumyCKy, A03YBAHHA, BUA NAKYBaHHA NiKapeLKOro 3acoby)

Homep peecrpauiiinoro nocsinaenns UA/3939/03/01 crpok it peectpauititoro nocsizuenns 01.01.2099

Cepis sikapcekoro sacoby Ne PDU24003 KinsxicTs BBeseHoro nikapebkoro sacoby 1000 yri.
BipoGHiK IOnix  ®@apmacsiotukan Jlaboparopis (Biaminewns &ibmu "Ik, B.
Kewmikans enn @apmacsiotukans Jita."), Inais
(HaHMeHyBaHNA BUPOGHWKA NikapChKoro 1aco0y, Kpaiia NoXomKeHs )
Beeseno B Yxpainy ToBapucTso 3 o6mexenoio Bianosizansuictio "Konapx Inreamen',

izent. won: 25182226 _

(nafimenysarns ta koa 3a CAPTIOY wpuauynoi ocobu abo npissrie. iv's, no 6aTLKos! thizugnoi

ocolu - nianpuemus, i Micte npoxuBaniis 1a peceTpaniiinit ovep 08.1iKoBoT KAPTKK NAATHHKY
noaaTkiv ado cepis Ta HoMep macnopra)

Ilporokon BisyansHoro kourpomo sia 30.08.2024 N 914/0/01.21-24/9.

JlaGopatopuuit anaiis axocti Jikapcekoro 3aco6y 3MifCHEHU:

Jlaboparopis papmaxoneitroro awanisy JIT "Vkpainchkuit HayKoBU hapmakoneiHni ueHTp
AKOCTI TiKApChKMX 3ac06iB” (M. Xapkis, BYJ1. ACTpoHOMIYHA, 33)
(nafiMenyBaHig Ta Micue3naxoKeis naboparopii. woe nposena aafoparopunit ananii skocTi)

Bucrosok wono skocTi nikapcbkoro 3aco6y, sunanuii naGoparopiero sin 17.09.2024 Ne 743/80524

PesynbTati naboparopHoro aHanisy skocTi Jikapcbkoro 3aco0y 3a nepeBipeHUMH NOKa3HHKamMu BiAMOBIAA0TE
BHMOTaM METOIB KOHTPO/IIO AKOCTI (aHANITHYHO-HOPMaTHBHOT NOKYMeHTaLLiT).

3a pesynbTaTaMH OEPKABHOIO KOHTPOMIO BCTAHOBNEHO, LU0 AiKapebKHil  3acic mBeseno B Vipainy
AOTPHMAHHAM BUMOI 3aKOHOABCTBA LO0 3a0€3MEUEHHA AKOCTI 1IKAPCHKIX 3ACOBIH,

7£ﬁ %,// Auna IOHIKO
Zs

(mianwue) (iniuiasn ta npissnme)
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QUALITY CERTIFICATE FOR BATCH |
CEPTHOIKAT IKOCTI CEPII
Product name: | DICLOFENAC EURO License No.: G/1430
Hazsa npoaykuii: | THKJIO®EHAK €BPO Jiuchzia No:
Jikapeoka Gopmas | enteric-coated tablets

Pharmaceutical form: | Taéaerku, BKpaTI 060201 KOK, KHINKOBOPOIUHHLI
Strength/potency: | | tablef contains Diclofenac sodium 50 mg
Cuna aivVakTHsuicTe: | 1 Tabaerka micTuTe AuKaodhenaky RaTpiie 50 mr
Size and type of | 10 tabletin a blister with Ukrainian language labeling; 10 blistersin a
packaging: | cardboard box with Ckrainian and English languages labeling
Posmip 1a Tan | o 10 TaGnerok y GJicrepi 3 MAPKYBARKEAM YKPATHCEK010 MOBOIO; no 10
nakysanusn: | Gricrepis y Kopofai 3 kaprony 3 MAPKyBAHHAM VKPalHCEKOH T2
' AHCAHCBK0I0 MOBAMH

Batch No.: Batch size: boxes
Cepis Ne: PLU24905 : Posmip cepii: 295{_’0 ropoboi
Date of manufacture: Expiry date:
Jdara sipoOnuuTea: 07/2024 : TepMin nPHIATHOCTE 205
Registration certificate: ' Unlimited from:
PeccTpauiide WocBiadeRHs: UA/3939/03/01 Heofmexeno 3: Sa42.2022

Maaufacturer: | Unique Pharmaceutical Laboratories (a division of J. B, Chemicals &

Pharmaceuticals Ltd. ), Plot Ne 215-219, G.LD.C., Industrial Arca, Panoli -

394 1186, Dist. Bharuch, India _

-Bupotunk: | FOdik ®apmacriorukan Jdadoparopis (Bigninenus dipmn «Li. 5.

Kemikaas ena @apmacbTHran3 J1a»), Jimauwa Ne 215-219, Jxi. Adf. Ji.

Ci. Inpacypian Epia, Ilanoai - 394 116, oxpyr Bxapyx, Ingin

Certificate of GMP compliance No.: dated:

Cepnnbimar signosiauocti HBIT Ne: 096/2023/GMP Bin: 27112023
Analysis procedure results /

Pe3yabLTATH TPOBEACHHA ARANIY

CONTROLLED

PARAMETERS/ PERMITTED LIMITS / METHODS/ | RESULTS/
MOKA3HHKH, IO AoNYCTHMI HOPMH METOIH PE3Y.ILTATH
KOHTPOJKIOTLCHA ]
[. Description: Orange, round, biconvex, enteric coated tablets, p. I MC, ' .
: Complies
Appearance visually
1,Onue: Opatikesi, KPYrAi, GBOONYKNL TRGNCTKH, BKPUTI n.} MK, ; .
T ) i Binnosinae
3o uHitniii BiraRn KHLKEOBOPO3Y (1HHOIG 000R0HEOIO. Bi3yankHo
2. Identitication. The retention time of the peak of diclotenac on the | p. 2 MC,
© | chromatogram of the test solution should | HPLC,
comespond 10 the retention time of the principal | USP <621> Complies
peak on tire chromatogram of the standard solution,
Assay),
® Factery; o 9 Regletersd Office: 9 Comporaie Office:
CIN: L24390MH1976FLC019380 CIN: L24330MH1 9767L001 9380 CIN: L24390MH1576PLC019380
Plot 215 10 219, GIBC Industrial Estate Neelamn Centre, ‘B” Wing, 4” Floor, Cnergy 1T Park, Unly A, 8™ Fioor,
Panoll - 394 116, Bharuch, Gujarat. Hind Cycle Road, WoHi, Mumbai - 400030, Appa Sehet Manathe Morg,
{ +512646 272472/ 784 /304 /783 /335 ¢ +91 22 24822222 Fiabhadevi, Mumbal ~ 406025, , :
wwve fapharma.com

& )beplpanali@ibphanma.com ¢ +97 22 24395200/5500
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DICLOFENAC EURO Certificate No.: 10FP24002794 Page 2 of 4
JUKJTO®PEHAK €BPO Cepradikar Ne: 77 KCropinka 234
CONTROLLED :
PARAMETERS / "PERMITTED LIMITS / METHODS / RESULTS/
NOKAZHHAKH, 1O JONYCTHMI HOFMH METQAH | PEIVIBTATH
KOHTPOJKIOTLCH :
2. lnentudivanin. . | Bac  yTpumybadHs nika nukaoesaky Ha | n. 2 MK,
XPOMATOMPAMI AOCALIKYBAHOMO po3suHYy noesHen | BEPX,
BignosinaTy: uacy yrpmMyeanHs ronosroro nika | USP <621> Bianosiaae
Ha XpomaTorpaMi posiHHy cranfapty (Kinbkiche
: " BH3HAMEHHA ).
3. Average weight, 160 mg + 5% p3 MC 15526 mg
3. Cepeann maca. 160 mr+ 5% n.3 MK 155,26 mr
4. Uniformity of dosage | The acceptance value should bz less than or equal | p.4 MC, : .
units. 1o 15. USP <905> 539
HPLC, USP '
. <621>
4, Onuopinuicts © . Yucno npnitHsierocri mac OyTH Mmerwe uy pisHo | 1.4 MK,
JOIOBANNX DAUHHUDL, 15. T ' UspP <905 5404
, BEPYX, USP '
Pow ’ ; : o - <62]>
5. Chrogtatographic Related substance diclofenac A: not more than | p.5 MC 0.00%
purity. 0.5%. : . HPLC,
Any other individual impurity: not more than 1%. | USP <621> 0.00 %
The total impurities: not mare than 1.5%. 0.1 %
3. Xpoma il Ponnura cnonyka uuknoderaky A: we Ginswe 0.5 MK 0,00 %
MHCTOTR, - 0,5%. BEPX,
Byap-aica iz imAMBIAYANbHA AOMILIKA: He USP 621> 0,09 %
Gineine 1%,
Cyma nomiwok: e Ginbwe 1,5%. 0,1%
6. Dissolution. ; p.6 MC
I. Acid stage Not more than 10% of the amount indicated on the | USP <711> e
' ‘ label of diclofenac sodium dissolves within 0_’6
' 2 hours; ' _ '
2. Buffer stage Not less than 75% (Q) of the amount indicated on 98 %
- the label of diclofenac sodium dissolves within 45
minutes.
6. Poyunnecuun, . n.6 MK
1. Kucnoraa eraftin He Ginewe wix 10% pix kipxocTi Brazanol Ha | USP <711> :
' eTHKETUI  AHKI02NaKy LATPIKG POIURHAETLLS 0%
_ APOTIIOM 2 MOANH;
2. bydepia cranin He.meHw fiiac 75% {Q) Bin kinbKOCTI 3a3HAYENOT
HA ETUKET UL WM KNOhenaky 98 %
; HETPII0 PO3UMHAETECA NPOTATOM 45 XauHA,
1. Assay: 1. At the time of relecse: : p.7TMC 97.1%
Diclofenac sodium 95.0% - 105.0% of the indicated amount on the HPLC 48.56 mg/tabl

? Factory:

CIN: L24350MH19TEPLCO79330

Plot 215 1o 219, GIDC Industriyl Estate

Panoli - 394 116, Bharuch, Bujerat.
LoD 2645 3F2 4724 784 /304 /T8I /335 o +97 22 24822227

@ jbeplpancli@iopharma.com

@ Regietered Office:
CIM: LZ24390MA 1 976P1LC01 9380
Neelam Centre,'B’ Wing, 4™ Flgar,
Hind Cyele Road, Worli, Murnbai = 400630,

¥ Cotporate Office:

Appz Saheb Marathe Marg,

491 27 24395200/5500

CIN: L24390MH1976PLC019380
Cnerqy IT Park, Unit A_8" Floor,

Prabhadevi, Mumbai ~ 400025,

www.jbpharma.com




GOOD PEOPLE
for 600D HEALTH
DICLOFENAC EUROQ Certificate No.: 10FP24002794 Page3 of 4
- JHEKNOPEHAK CBPO Ceprudicar No: | ‘ICropinka 3 3 ¢
CONTROLLED .
PARAMETERS / PERMITTED LIMITS / METHODS !/ RESULTS /
. NOKAZHHEKH, [UO JAOCNYCTHMI HOPMH METOAH | PEIYJLTATH
KOHTPOJAWIOTHLCA
: ¥ Jabel, (47.50 mg - 52.20 mg/tabl). UsP <621>
2. Dyring shelf life:
90.0% - 110.0% of the indicated amount on the
label. (45.0 mg - 55.0 mg/tabi).
7. Kianxicune £ Hu siosernn eunyory: n.7 MK
BHHAYEHHA: 95.0% - 105.0% Bim KINBKOCTI BKA3AHOT HA BEPX
Anknodenak Harpio ervkerili, (47.50 mr - 52,20 mr/rabn). USP <621~ 97,1 %
= 2. Hipompzonm mepaminy npudamiocmi: 48,56 mrivabn
90.0% - 110.0% sig KINBKOCTI BKA3aHOT HA
= - eTvkeTU, (45,0 mr - 55.0 sr/tabn.),
8. Microbiological ' EP. 7.0, p.
purity. : Fog 2.6.12;2.6.13 i
Total Aerobic Microbial not more than 1000 CFU/g (harmonised Complies
Count (TAMC) - . method) \
Moulds and Yeasls not more than 100 CFU/g USP 34, (61}, Complies
(TYMC) {62) (harmonised;
E. colt absence inl g method) Complies
8. MikpoGioaorituna EP. 7.0, p.
YHETOTA. - 2.6.12,2.6.13
Jaranuhe yneno aepoBuicx | He Ginpwe 1000 KYO/r {rapmonizosann ( Biamosinac
Mikpooprastismis {TAMC) : : it meTon) :
IMnicekesi Ta ApixaNOR ne Ginsne 100 KYQ/r LSP 34., (61), ‘Bignosiaae
pnbu (TYMC) : (62)
E. coli BigCyTHICTE R | T {rapMonizoBatii Biarogiaas
Tk : i MeToR)
~ LabeNing: | Should correspond fo the registered tabelling. Complies
Mapkyganny;:, | 110BMHHO BIATIOBIRUTK 3apecCTpOBAHOMY MapKyBAHHIO. Bugnosigac
Packaging: | Should correspond 10 the requirements of MQC. Complies
Naxysanng: | [losako Bignesigaty simoras MICH. Bianosigac

'UNIQUE PHARMACEUTICAL LABORATORIES

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

I hereby certify that the above information is authentic and accurate. This batch of product has beert manufactured,
including packaging Tabelling and quality conzrol analysis, at the above mentioned site in full compliance with the
GMP requirements of the local Regulatory gurhority and with the specification avaifable in registrarion dossier.
Protocals of butch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP. [ frereby confirm that all production stages for this baich of finished product were carried ont in full

commpliance with the requiremenits

Ukraine.

»

9 Factory:

¥ Registered Office: ;
CIN: L24390MH1976PLGO19380

9 Corporate Office:

CIN: L24350MH1976PLCD12330

specified in the curreni GMP guidelines approved by the Ministry of Health of

CIN: L24390MH1975PLCD1938D
Flat 21510 219, GINC kacustiial Estats Meelam Cantre. ‘B’ Wing. 4% Floor.
panoli - 394 116, Bharuch, Gujaret. Hingd Cycle Road, Worll, Mumbat = 400030,
. +97 2646 272 472 / 784 /304 /783.7 335 ¢ . +9) 22 24822222 ;
@ jbeplpancli@jupharma.gom

Cnergy IT Park, Unit A, 8" Floor,

Appa Sakeb Marathe Marg,

Praphadevt. Mumbai - 400025,
L +97 22 24395200/5500

wwwjbpharma.com
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@ UNIQUE PHARMACEUTICAL LABORATORIES _

A Division of J. B. CHEMICALS & PHARMACEUTICALS LIMITED

GOOD PEOPLE
fm' GOOD HEALTH
DICLOFENAC EURO Certificate No.: ' Page 4 of 4
JUHKJIIO®EHAK €BPO Cepradikar Ne: 10FF24002794 Cropinka 434

I{um 2 3aceiduyse, wio xasedena suige ingdopmayia € dJocmogipraic ma moutiomw. Lfio cepite npadyruii Gyao
BHPOURENO (SITIONMIO I RAKYBAHIAMADKYSANHA) MM RPOGCOEo KONMPORL I AKOCINE Ha 6Hie3a3IRay el
dlasnuni y noenin eionosiongemi 3 eumozan GMP, 6CMARGOASH AN MICHLEUM PESYTRMODIUM OPAHOM, (1
PUIRONG GIORGGIORO 00 CENIPIRGNHI, {0 MICHILMBLCR ¢ peecmpayiinomy pocse. ITpomoxan cupotnuymsa,
AGEYSANNE ma araTisie Ova0 nepeaanyme ma scmaneeacne sidnoaionicms GMP. Lum niomeepdscyro, o ecé
CupetHIYl Cddil Qs Wiel cepil 20meel npodyKuil 6y 30iicient ¢ nOehin GiONosidNOCII 3 CUMOZAMH,
JAFHANENUMNU € wlitnii nacmaneai 3 GMP, samaepdnceniq Miniciepcmeom oxoponu 390pog’a Yrpaf.

Name and position of person responsible for the analysis: | Mr. A.P. SHAH
Npizerine Ta nocags ocobn, B0 BiZNOBILAE 32 ananis: | A, TL. Wax

General Manager - QC

Kepisnuk - K51

Signature of person responsible for analysis:
Aianuc ocodm, mo BinNODBINAE 34 AxaNis:

Name and position of person responsible for batch release: | Hasmukh Jaysinh Arya
Mpizeniue 1a nocaga ccobu, w0 BirnOBLLAE 32 BUNYCK cepil: | Xacmyr Hukalicin Apa

Assist, Manager Quality Assurance
Acucr. 3adermedcnns SKOCTI MeHeRePa

p
Signature of person vesponsible for bateh release:
ianuc ocobn, wo pignoelane 3a BURyck cepil: | :

T

Date of signature:
JaTa ntanucanua:

9 Factory: ¥ Registered Office: % Corporate Office:
CiM: L24390MH1976PLCO1 2380 GIN: L24390MH1576PLCO19380 CIN; L24390MH1976PLCOT 9380
Plot 21510 219, BIDC Indusarial Estate Nealam Centre, ‘B’ Wing, 4" Floor, Crergy IT Park, Lnit A, B" Floar,
Panoli - 394 116, Bharuch, Gujarat. Hind Cycle Road, Waorli, Mumbal - 400030, Appa Saheb Moarathe Marg,

§ 12646272472/ 764 /304 /7837335 1+ +0122 24822202 Frabhadevi, Mumsbai - 400025,

@ jbeplpanoli@bphatma com L+ 22 24395200/5500




JEPXJIIKCIIYXBA
NEPKABHA CJIYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMM Y XAPKIBCBKIN OBJIACTI

Byn. ['pomansnceka, 25, M. Xapkis, 61057, ten/dakc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €JIPTIOY 36985153

BUCHOBOK
Nnpo AKicTh BBe3eHOro B YKpaiHy JlikapcbKoro 3acody
16.10.2024 Ne 54105/24/2011
JTUKJIO®EHAK €BPO

(HaiiMeHyBaHHs NikapcbKoro 3acofy 3TiAHO 3 peccTpauiiiHuM NOCBIIHEHHAM)
Tabs1eTKH, BKPUTI 060J10HK010, KHIIKOBOPo3unHHi Mo 50 mr; mo 10 TabieTok y outicrepi; mo
10 6aicrepiB y kopoOui 3 KapTOHY

(opma BumycKy, 03yBaKHs, BUI NaKyBaHHs liKapchKoro 3aco0y)

Howmep peectpaniiisoro nocsizsenns UA/3939/03/01 crpox xiil peectpauiiitoro nocsizuents 01.01.2099

Cepis nikapcskoro 3acofy Ne PDU24003 KinbkicTs BBe3eHOT0 ikapchkoro 3acoby 28500 ym.
BrpoGHAK IOnix ®apmacsrotukan JlaGoparopis (Bisinenns dipmu "JLk. b.
Kewmikans enn @apmacerorakans JITa."), Inais
(uafiMeHyBaHIA BUPOOHHAKA Nikapchkoro 3acofy, Kpaina NoXoKeHHs)
BseseHo B Ykpainy ToBapucTBO 3 00MeskeHoo BignosinaibHicTo "Konapk Intenmen',

inenT. xom: 25182226

(naiiveryBaHus Ta koa 3a CAPTIOY joprauunoi ocou abo npissuile, iM'a, no 6atbkoBi ¢iznyHo
0coGH - mianpHeMIs, i Miclle Npox)MBAHIA Ta peecTpariinui HoMep 06aiKOBOT KapTKU MIATHHKA
nopartkis abo cepis T2 HOMEp MAacnopTa)

IMpotoxon BisyaasHoro kontpomo Bin 16.10.2024 Ne 1045/0/01.21-24/13.

3a pelynbTaTaMH JEPKABHOTO KOHTPOMKO BCTAHOBNEHO, MO JHKAPCHKHH saci6 BBeseHo B VYKpaiHy 3
AOTPHUMAHHSM BHMOr 3aKOHONABCTBA OO 326€3reUeHHs AKOCTi JiIKapChKHX 3acobis.

KPAYT

¥ ChkUX 347 4 )
HauanbHHK CII \\\%01‘1 KoM % ; il Amna IOIIKO
¥ % :

(mocagoBa ocoGh

k) (nianwuc) vl (iniuianm Ta npizsuiue)



Genepharm SA

| 8% ks Marathonos Ave, 15351,
Pallini Attiki,

Oreece

Certificate No.:

Page 1 of 2 !
Ceprudikar No; |

PCR-0064/232420

CERTIFICATE OF BATCH RELEASE
CEPTU®IKAT BHITYCKY CEPIT

Product name:
Haspa npoaykuii:

KONEGRA DELUXE Manufacturing country:
KOHEI'PA NEJIOKC Kpalna-Bupobuuk:

Greece
[peuin

Pharmaccutical form:
Jlikapepka dopma:

chewable tablets
Tabae TR KyBsabHi

Strength/potency:

Cuia All/aKk THBHICTh:

1 tabiet chewable contains 14048 mg of Sildenafil Citrate equivalent fo
Sildenafil 100 mg

I Tabnerxa kymankua MiCTHTE cnageHadiay uMTpaty
exkpinasienTHO e Taenadiny 100 mr

140,48 mr

Type and size of

i tablet in a blister; 1 blister in a cardboard box. Ukrainian and English

packaging: | language labeling
Bua i posmip | no 1 rabnerui y Gaicrepi; no 1 Gricrepy 8 xapronuiit xopobui. Maprysasun
YNAKOBKH: | YKPITHCLKOK T2 RHINIHCLKOI0 MOBAMH ‘
Batch No.: | Batch Size: boxes
Cepia t: | 0 | Powipcepit| "2 | woposox
Mfg. Date: | gemias Rxpiry. Date: | sy
JAarta supobnunrsa: Ipupamnit go:
Regw}mtlon Ce.mﬁcate: UA/I4511/01/03 Unlimited from: (7.02.2020
Peccrpauifite noceiguenna: Heobmemene 3
Name of manufacturer: | Genephann SA License No.:
Hatimeuysanug siapobunka; | Nenedapm CA Jlinensia Ne: SuRo0aLE 32571 L
Location: | 18th kimm Marathonos Ave, Paliini Attiki, 15351, Greece
Micuesnaxonxenun: | 18- km Mapsdonoc Aseino, Hanaini Arrixi, 15351, I'penia
Conclusion on confirmation of GMP Certificate No.: dated:
Bucuorox uiono migree paskents cepruchinary HBIT Ne: 453/2013/C-886 Bin 10:08.2023
Labelling: | Should correspond to the registered labelling. Complies
Mapxysapna: | |TosHHHO BiGNOBIAETH 33PEECTPOBAHOMY MAPKYBAHKIO, | Bianosinac
Packaging: | Should cortespond to the requirements of MQC. Complies
TMaxypanun: | losuuno signosigark sumoram MK Bianorinae
Analysis nesuolts: Cemﬁcah': ofana!ys!s ho.: PCR-0064/232430 dale.d: 19/10/2023
Pesyastain anamisy: Cepraikar ananizy No: : 8il:

I hereby certify that the above information is authentic and accurate. This baich of product has been
manufuciured, including packaging/izbeiling and quolity cantrol analysis, at the above mentioned site
in full compliance with the GMP reguirements of the local Regulotory Authority and with the
specification available in registration dossier, Protocals of batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP. I hereby confirm thar all production
stages for this batch of finished product were carvied out in full compliancewith the requirements
specifiedin the curvent GMP gaidelines approved by the Ministry of Health of Ukraine.

Hust # 3aceiddymo, wo naaedens grye hinthopmais ¢ 0ocmoripnow ma mosnow. Lo cepho npodykyit
OyAG eUpoBacy (6XTIONRIOY It HAKYRANHA/MAPKYOATING) G NPOCEOCHO KOUMPOAH (F RROCHI 14
Suqezainaqenii Haviuil ¥y nosuiil sionoeioupcmi 3 euseeast GMP, scrmanosnenusu smicuesunst
PELARMOPHEUM O[RZUNROM, O MAKONC 6I0N08IONY 80 creyndrixaniii, wio Micumsca 6 peccmpunifinomy
docke, Tpomoxenu supoaaiad, RAKYSUILNA ME GHEN3EE Byto nEPezIANYmG mu aCmanagaein



Genepharm SA

Oreece

18" kin Marathonos Ave, 15351,
Pallini Attiks,

N e T oy
e CepadiaT Ne: |

Page 2 02

PCR-0064/232420 Cropinka 212

gignpsionicmes GMP. Llust niomeepdxcyro, wlo sci supodutiai cmadii dna yicl cepil 20mosot npodyxuii
Bynu 30idcHeni 8 nositiil 6iONUEBIONOCHIES GHMOAMU, JAIHGUC MU 8 MU Hacmanosi 3 GMP,
samegeponcenit Mivicmepcemeson oxoponu 38upos’s Yepainy.

Name

Position of person autherizing the batch release
TpisBuuge

Tocana ocolis, AKA BEAAA T0IBLT HA BHAYCK cepil

Nikolaos Gravos, MSc Chemist _
Head of Quality Control, Qualified Person

Hixoaac I'pasoc, Marictp uayn,ﬂ?ﬁx
itp

Sipnature of person authorizing the batch release
! Mianuc ocobu, aka BAAHa 10381 Ka BARYCK cepil

Kepiatl ik KOR1POSII0 SKOCTI KB tKoBaHa ocofa

Date of signature

Jdara nianucaunsn |

Nikelacs Gravps p{S.c E.héemisx
gatity Cobit ot Qualified Perst
M ; by Ll &’Q&:’lll&wﬁ ..... sy

19/10/2023 i




Genepharm SA

18™ kr Marathonos Ave, 15351,
Pallini Attiki,

Greece

C Certificate No.: | PCR-0064/232420 _ i Page 1 of 1 |

CERTIFICATE OF ANALYSIS

Product name: ! KONEGRA DELUXE -
Pharmacentical form: | chewable tablets
Strength/potency: | 1 tablet chewable contains 140.48 mg of Sildenafil Citrate equivalent to
| Siidenafil 108 mg .
 BamhiNos 232420 T
Mfg. Date: | 05/2023 | Expiry Date: | 0522026 |
Anal*; sis procedure results
X METHOD OF
N.| PARAMETER SPECIFICATION CONTROL RESULTS
l. | Appearance White, triangular, biconvex tablets Visually, MQC, Compties
embossed with «100» on one side. p.) NP )
2. | Identification: UV, HPLC,
uv Complies with the spectrum of the standard, | MQC, p. 2 Complies
L HPLC Comzlies with standard. [ Complies
3. | Water content | atrelease 5 6.0 % at shelf-life <7.0% | Ph. Eur. 2.5.12 ’ 3.5 % wiw
D wiw WiwW MOC, p. 3 '; N
4. | Average weight | 540 mg = 3% (524 - 556 mg) Weighing, MQC, 544 mg
| | . S S I
5. i Uniformity of Accordance with the requirements of Ph. | Ph. Eur. 2.9.40, AV 8.1
Dosage Units Eur2.940. MOC, p.5 1
6. | Assay? 935.0 - 103.0 % HPLC, MQC, p. 98.4 °;
Sildenafil ) 6 e
7. | Impurities: HPLC, MQC. p.
Nitric oxide £02% 7 0.04 %%
Any unknown <02% 0.04 %%
impurity
Total impuritics [ <1.0% N . 010% |
8. | Dissolution Q=80 % within 30 min HPLQ MQC, p. 96,0 ©
3 6.9 %
9. | Microbiological | Total Aerobic Microbial Count (TAMC) < Ph. Eur. 2.6.12, Complies
purity* 10° CFU/g; 2.6.13., MQC, p.
: Total combined Yessts and Moulds 9 Complies
1 {TYMC) < 10* CFU/g; _
: ) Absence of Escherichio coliper 14, : _ Comphies

*Test is performed on at least one batch per year.

L i o 8 et AP 8 e - RO — e AR 8 e S Lt e et b

Name | Nikolaos Glavos, M5¢c Chemtst ST
Position of person ruspunsihic for auaivsis Head of Qualify (‘ ntr L2

Date of ssgLnaturc . 19/10/2023




B Ceprudixay No: | PCR-0064/232420 | Cropinkal31 |
CEPTHOIKAT AHANNIRY
Haspa npoaykuii: | KOHEI'PA AEJIOKC )

Jlikapchka opma:

TaDJIETKH KYBAALHI

Cuna gii/akTuBnicTs:

cuiaaenadiay 100 mir

1 Tabnerka Kysamabna MicTuTh cuaaenadiay uurpary 140,48 mr exsiBasenTno

Copin Nex | 232420 B
Jata supoGunutsa: | 05/2023 L Hpuaarawi go: | 05/2026
PesvasTaTi NPOBCAEHHN AHAJIIZY I|
MOKAIHHKHA METOAU
Ne AKOCTI CITELMPIKAT{TI KOHTPOTIO PE3YJLTATH
1. | Sonnimuii Buraun B,  TpukyTHi, zeoomykui  Tabaerkn 3 Bisyannuuii, MKS, Bj .
_ janosinae
THenenHaM «100» 3 oaporo Boky. mn. |
2. | lnewrndivania: V&, BEPX, MKH,
Yy Binnosiaae cnckrpy cTanapTy. n 2 Bianostrac
BEPX Bianosigac cranjapry. Biauosiaac
3. [ Bwicr soau npH Banycky < 6,0 % | na tepmid npuaaTioeri | Ph. Eur. 2.5.12
M/M < 7,0 % mim | MKH, n. 3 3.5 % miw
| .
4, | Cepeany maca 540 mr = 3% (524 — 556 mi) ; 3BakyBaHHs, 544 mr ‘—i
| M, n. 4 .
5. | Oanopianicrs Bianoriano 2o sumor Ph. Eur. 2.9.40. Ph. Eur. 2.9.40, , 7
ANV 8.1
M030BAHUX OJHIHILL MKA n. S
6. | Kinnkicue 95,0 - 105,0% BEPX, MKA, n. 6 '
BHIHAMENHS; 08,4 %
cunaeHadin
7. | dosiwmrn: BEPX_ MKSH n 7
Oxcua azoty <0.2% 0,04 %
Byne-aka depinoma <0.2% 4,04 %%
AOMILLKa |
Cywa owitnox <L0% ol | 010% |
2. | PosumunicTs (=80 % 3a 30 xp ] BEPX, MKA, n. 8 96,9 %%
9. | Mikpodionoriuna 3aransna KUbLKICTh acpobumx Ph. Fur, 2.6.12, Bianoeinac
qHCTOTA™ mikpoopranizsmis (TAMC) < 10° KV Oy 2613, MISL 0. 9
3aransHa KIIBKICTS APIMGIKOBUN TA LBLICBHX Bianogijae
rpubiz (TYMC) < 10° KYO/T;
BineyTHicTh Escherichia colin 1 T, ﬁ | Bianosijae |
*BunpoGyBanns NPOBOAXTECA HE PIALLS HiZK OJHA CEPia HA PiK.
Tpissnwe | Hikomae PpaBoe, Marierp nayk, ximik I
| Tlocana ocobn, BianeriganLuoi 3a anaaiz | Kepigunxk kouTpoaw sikoeTi, kpanidpikopana ocoda Vj
Mianue ocodu, BiATOBIIANLIOT 34 AHATIS
Hara nipaucawns | 19.10.2023 j

Hepexaad BUKOHAHO GAQCIUKOM PECCMPAiinoz0 noceiodenns



JEPXJUKCIYXBA
JEPKABHA CHYKBA 3 TIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMM Y XAPKIBCBHKII OBJACTI
Byn. ['pomangnceka, 25, ». Xapxis, 61057, Ten/gaxe: (057) 731-50-68,
e-mail: dls.kh@dls gov.ua, hitps://www.dls gov.ua, Kox €APIIOY 369851353

BUCHOBOK
fpo AKicTh BBexCHOT0 B YRpaldy Jdikapebkoro 3acoby

06.12.2023 : Ne 62721723720

KOHEI'PA JIEJIIOKC

(HaliMeHYBaHHA NikapchKOTo 33¢0GY AMiAHa T peecTPalliANMM NOCRLANCHHAM)
Tabaerky xkypatibyi no 100 mr; wo 1 Tadneruj v Guicrepi; no 1 6aierepy B kapronHiis
KOpoDILi

(hopMa BHIWCKY, JO3YRAHEN, BIL NaxyBaHHs Aikapenkoro 3acoly)

Homep peectpauiiinoro nocsimenns UA/14511/01/03 ¢rpok aif peeetpauifinore nocsizdenss 01.01.2099

Cepin nixapesxora 3acoby No 232420 Kinbkicts bBeagroro nixapeskoro sacody 12474 yn.
Bupo6mix I'enedapm CA, I'peris
(HafMenyRaHua CHPODHUKA NiKapPCLROrD 3acoby, KPATHE NDXOMKCIHLA)
BagaeHo B Ypality TorapucTso 3 06mexenoo rianosinantuicTo "Kouapk [HTe.rrweu",
- inenr. xox: 25182226

{nafimenyeanns ta xon 3a CJIPTIOY wpuanauni ocodu a0o npizsuwe, iM'a, no fatexosi fizuvuoi
ocobu - nianpuemusg, 1 Micie NpowKBAINIR T2 peecTPAUIMITHE Homep 08NIKABOT KapTKh NNATHHEE
noaarkis abo cepif Ta HOMEp NacnopTa)
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