HAEP KABHA CJIYAKBA 3 JIKAPCBKHX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMUM Y KI/ITBCLKII/I OBJACTI
npoB. CeiTinuunoi Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
PO sIKiCTH BBE3eHOro B YKpainy JIKAPCHKOTo 3ac00y

02.05.2024 Ne 22152/24/1011

HOBITAH®
(HaiiMenyBaHHs TiKAPCHKOTO 3acoBy 3rifHo 3 peecTpauiittm TOCBITYEHHAM)
TabJaeTKH, BKPUTI MIIIBKOBOIO o6oaouko1o, no 10 Taéaerox y Oaicrepi;
KapPTOHHIH Kopo6ui
(bopma Bunycky, nosysanus, sun MaKyBaHH: JIIKapchbKOro 3acoby)

no 1 dmicrepy B

Homep peectpauiiitoro nocsinuenns UA/5127/01/01 CTpoK Aii peectpauiiinoro nocsiguenns 01.01.2099

Cepis nikapcrkoro saco6y Ne V2302390 Kinexicts Beesenoro mikapcrkoro saco6y 104400

BupoGHuk J-p. Penai'c Jla6oparopic Jlimiten, [uais

(HaitMeHyBanna BUpOGHHKA MKapceKOro 3acody, Kpaiba TIOXOIKEHHS)

Breseno  Vipainy Torapucrso 3 o6mesxenolo BianorinanLuicTIo "p. Peani'e

JlaGoparopis", izenr. kox: 37560808

(nafimeHyBanus Ta Koz 33 EPIIOY 1opuamunoi ocobu abo TPI3BHINE, iM'S, MO BATLKOR ¢

hi3HUHOT
ocobu - mianpremus, if Micue npoxuBanms Ta peecTpaniiiuii HoMep 06NiKOBOT KAPTKH MTaTHUK:
noxatkis abo cepis Ta HoMep nacmopra)
Hporoxou sisyansnoro korrpomio six 30.04.2024 No 1207/1.
3a  pesymeTaramu  nepkasHOro KOHTPOIO  BCTAHOBNCHO, IO IKApPChKHMHA 3aci6 Bmeseno w Vkpainy 3

AOTPHMAaHHAM eumor 3aKOHOJABCTBA IOAO 3a6e3NeYeHHs SKOCTI NKapCLKHX 3acobis,

/é‘ @;/ Biktop CTE®KIBCHK ME]

Z
HTPONIO) “{ﬁ/ {manuey

KP4

b 7
W TA Koy
s\‘g‘&m Wi o,
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o=

(iniudany ta npissuine)
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Dr.Reddy’s Q3¢

CERTIFICATE OF QUALITY " ' -

CEPTHGIKAT SAKOCTI

Page /Crop 1139

Product: NOVIGAN, film-coated tablets Ne 10 in blister
[ponyxT: HOBI'AH®, taéneTkn, Bipuri RIIBKOBOIO
pGosonicoro Ne 10 y 6nicrepi

1 tablet contains: Ibuprofen 400 mg, P-Piperidinoethoxy-O-
Carbomethoxy Benzophenone Hydrochloride 5 mg, Alpha —
Piperidinoetlryl Dipheny! Acetamide Methobromide 0,1 mg

1 TaBnerica mictuts: iBynpodeny 400 mr, -
ninepmmHOETOKCH—O—Kapﬁame’roxcnﬁemmpeuouy
rigpoXAoPHAY 5 M, aan;a—ninepunuHoenifmmpcni.nauemmmy
merolpominy 0,1 Mr

[Country of manufacturer: India

Kpaina pupoGuuurea: Inaia

Batch / Cepin Na: V2302390

Batch Quantity / O6”em naprii: 114471 packs / ynakosok

Analytical Report / Ananivuanmii agit No: 800001702827

Date of Analysis / Tata aochimentsn: 30.11.2023

Date of Manufacture / /lata supoSuuurea: 11/2023

Date of Expiry / Tepmin npuaarrocti; 10/2028

Registration certificate / Peccrpauiiine nocsiquenns Ne:
UA/5127/01/01

Valid till / Jiitcne no: unlimited / 6escrpoxore

Order of MOH No: 69 dated: 31.01.2017/ Hakas MO3 Ykpain

u Net9 min 31/01/2017

Size and type of the package / Po3amip Ta Tur nakysanm:

10 tablets in blister labelling in Ukrainian;1 blister in carton
box Iabelling in Ukrainian and English /

o 10 TaneTox y Gaicrepi 3 mapkyBasnuam YKpaTHCBKOW
MOBOI0; No 1 GuricTepy B KapTonuii kKopobui 3
MEPKYBARINM YEKPATHCLKOIO T2 ANINIHCHK010 MOBaM K

Name, address and sumbers of the licenses of manufactare and
guality control / Hafimenypanns, anpeca Ta HOMep JHiuensif
BHPOOHHKA T KOHTPOAK SHKOCTI:

Dr. Reddy's Laboratories Limited

Formulations Unit 6 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P, 173205, india, Ne. MNB/05/263

Ip. Peani’e JlaGoparopic Jimirea

Bupobunua ginbauns — VI ¢. Kxon, Hastarap poag, Baani,
oxpyr Conan, Ximauan Ipagent 173205, [ygis

Uliuensin Ne MINB/05/263

Ne Test/ Teer Result / Pesyabrar Specification / Cneundixanin
I. | Description / Omuc: White colored, round, film coated biconvex | White colored, round, film coated tablets with
tablets with plain surface on one side and plain biconvex surface on one side and
«(NOVIGAN» debossed on other side / Bixi «NOVIGAN» debossed on other side / Bini
KpY[ili  IBOONYKI  BKPUTI  [IMIBKOBOIO KPYrA  ARQONYKI  BKPHTI  NNiBKOBOIO
060NOHKOI0 TabreTKy, rIanKi 3 OIHOrC Goky | oB0nOHKOIO TABHETKH, 3 NANKOW 3 oamiel
Ta 3 TuCHEHHAM «NOVIGAN» Ha jHwoMy | CTOPOHH Ta THCHeHHAM «NOVIGAN» Ha
Boui i cToponi
2. | Identification /
lnentudikaris:
a) Ibuprofen (HPLC) / Complies / Birnoginae It is performed in parallel with Assay. The
I6ynpoden (BEPX) retention time of the peak due to Ibuprofen
received as chromatograms in the sample
preparation  shall match with that as

t

chromatograms of standard preparation !

Remarks: The product confirms to above specifications
IipumiTkae: [Tponyxt sinnosizae Buitesasnavenif crnenngikauii

iOpinion: APPROVED

el

Tested by / TecTyar; Santosh Kumar

Maurya \
B

Himesh Kumar

Document Checked by / Tlepesipus:

Ho-N - o

cr'sofi adthorizing the batch
0RSBY, AKa N03BORHNA

Wimar (Team Member, QA)

Sign & Date / IMinnuc/fata: Roqie2:3

Hara:

Sign & Date / Migmic/

S gue o 2143 ZJ) 16.08 17




Dr.Reddy’s €i¢

CERTIFICATE OF QUALITY = °

CEPTHRIKAT AKOCTI

Page/Crop239

[Product: NOVIGAN, film-coated tablets Ns 10 in blister
[poayxr: HOBITAH®, Tabnerks, BKPHTI niiBKoBOI0
vBodonkolo Ne 10 v Gaicrepi

1 tablet contains: Thuprofen 400 mg, P-Piperidinoethoxy-0O-
Carbomethoxy Benzophenone Hydrochloride 5 mg, Alpha —
Piperidinoethyl Diphenyl Acetamide Methobromide 0,1 mg

1 tabaeria micTre: iGynpodeny 400 mr, n-
ninepnnuuoemrccu-o—rcapﬁomemxcuﬁensocbeuony
rizpoxJstopuay 5 mr, anm:]na—ninepuuunoenmnnq)euiﬂauemmi,ny
meroBpominy 0,1 mr

Country of manufacturer: India
Kpaina srpobunursa: Inain

Batch / Cepin Ne: V2302390

Batch Quantity / O6’em naprii: 114471 packs / YNAKOBOK

Analytical Report / AvasiTuunuit 38iT No: 890001702827

Date of Analysis/ Jata socnigmennsn: 30.11.2023

Date of Manufacture / Hata pupoSuunrea: 11/2023

Date of Expiry / Tepmin npnaarrocti: 10/2028

Registration certificate / PeccTpauiiine nocsinuemnms Not
UA/5127/01/01

Valid till / Tijicue no: unlimited / 6escrpokone

Order of MOM No: 69 dated: 31,01.2017 / Hakas MO3 Yrpain

1 Ne69 pin 31/01/2017

Size and type of the package / Posmip Ta Tun nakyeanus:

10 tablets in blister labelling in Ukrainian;1 blister in carton
box labelling in Ukrainian and English /

1o 10 tabnertox y Gaicrepi 3 MapkyranHsm YKpATHCHKOH0
MoBOI0; 110 1 6aticTepy B kapTonHii Kopobui 3
MAPKYBAHHAM YKpAiHCLICOI0 TA AHMIIHCHLKOI0 MOBAMEH

Name, address and numbers of the licenses of manufacture and
quality control / Haiimenysanus, aapeca Ta HOMep JiiteHsi
BHPOGHRKA Ta KOHTPOAK HKOCTI;

Dr. Reddy's Laboratories Limited

Formulations Unit & Vill. Khoel, Nalagarh Road, Badd,
Distt. Solan, H.P. 173205, India, No, MNB/05/263

Np. Penai’e JaGoparopic JimiTen

Bupobumya pinbanus — VI ¢ Kxo, Hanarap poaz, Baani,
oxpyr Conan, Ximauan Ipagem 173205, Tugin

Plinenzia Ne MNB/05/263

b} Ketone, Amide Cbmpiies / Biznosixae
(HPLC) / Keton, Amin

(BEPX)

IpoBomATs  mapanessHo 3 KimbkicHEM
BU3HAYCHHAM. TpHBanicts yTpHManus nika
I6ynpodena na xpomarorpami BunpoSysanoro
Pa3iHHy NOBHHH& BIiNMOBigATH TpHBamocTi
YTPHMAHHS rika 16yupodena Ha
XPOMATOTPaMi CTAHIAPTHOIO POIYHHA

It is performed in paralle] with Assay. The
retention time of the peak due to Ketone and
Amide received as chromatograms in the
sample preparation shalli match with that as
chromatograms of standard preparation /

1IpOBORATE  NMapanenbHe 3 KiLKICHEM
BUIHAYCHHAM. TPHBANICTE YTPUMYBaHHA WIKiB
Kerouy 1 Awminy, OTPHMZHMX  Ha

XpOMATOrpaMax BHNPOSOBYBZHOTO DO34MHY, |

Remarks: The product confirms to above specifications Opinion: APPROVED - ]
pumiTrae: [ponykt pifnosinae BumesazHaYeHii cneuudikanii Bucnosok: Horomkeno L7
[Tested by / Tecrynas: Santosh Kumar Document Checked by / [Nepegipue: - 2 dthorizing the hatch
Maurya N Himesh Kumar H, AKa NO3BONHRIS
. /\w) 2 3
\iv. P } mar (’l:tfam Member, QA)
Zo—hy -202.3 @C_’—*‘ ;
Sign & Date / Hixnue/Jata: 3072531 | Sign & Date / Minouc/ata: Ta: 3 p-Helnr
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Dr.Reddy’s ‘;’

CERTIFICATE OF QUALITY ™

CEPTHOIKAT SKOCTI

Page/Crop33 9

Product: NOVIGAN, film-coated tablets No 10 in blister
(Iponyxr: HOBIT AH®, TabieTrn, RPUTI nAiBKkopo
oboaourow Ne 10 y daicrepi

1 tablet contains: Ibuprofen 400 mg, P-Piperidincethoxy-O-
Carbomethoxy Benzophenone Hydrochloride 5 mg, Alpha -
Piperidinoethy! Diphenyl Acetamide Methobromide 0,1 mg

1 radaerka MicTHTL: ifynpodeny 400 mr, n-
ninepuanuoemxcn-o-wapﬁome"roxcuﬁema(peﬂony
CiapoxaopHay 5 mr, anega-ninepuaunoeTHAANDeHinaneTaMiny
MeToGpomiay 0,1 mr

Country of manufacturer: India
Kpaida supodunutsa: Iugin

Batch / Cepin Ne: V2302390

Batch Quantity / O6’em maprif: 114471 packs / ynakosox

Analytical Report / Adanituunuii 3sir Ne: 890001702827

Date of Analysis / Jata nocaimxenussn: 30.11.2023

Date of Manufacture / lata supoduunreaa: 11/2023

Date of Expiry / Tepmin npugatnocri: 10/2028

Registration certificate / Peccrpauifine nocsinzennn Ne:

Valid till / Titicue no: unlimited / GescTporose

UA/5127/01/01

Order of MOX No: 69 dated: 31.01.2017 / Haxaz MO32 Yrpain

n Nead pin 31/01/2017

Size and type of the package / Poamip ta Tha NAKYBAHHA:

16 tablets in blister labelling in Ukrainian;1 blister in carton
box labelling in Ukrainian and English /

o 10 Tabierox y daicrepi 3 MapKkyRanHaM yKEpafHebL KO0
MOBOIO; 10 1 HicTepy B kaproHuiH Kopodui 3
MapKYBAHHAM YRDATHCLICOI TA AHTHCLIC0 MOBAMHM

Name, address and numbers of the licenses of manufacture and
quality control / Halimenyeanns, agpeca 1a HoMep niueHsii
BHPOGHHKA T2 KOHTPORIO AKOCTI:

Dr. Reddy's Laboratories Limited

Formulations Unit 6 Vill, Xhol, Nalagarh Road, Baddi,
Distt. Solan, HL.P. 173205, India, Ne. MNB/05/263

Up. Peani’c JlaGoparopic Jdimiten

Bupobunua aiasnung — VI c. Kxou, Hanarap poaa, Banni,
okpyr Conan, Ximauan Upanemn 173205, lugin

JTiuensia Ne MNB/05/263
[ IOBHHHI BignoBigaTu TPHBATIOCT]
YTPHMYBAHHA  aHaAOTIYHKX  MmikiE  Ha
XpOMATOIPaMax CTAHNAPTHOTO POSYHAY
3. | Average weight of tablet/ | 571.1 mg/ 5711 mr 570.0 mg + 3.0 % (from 552.9 mg to 587.1 mg)
Cepenus maca Tabnetkn /570.0 Mr £ 3.0 % (81 552.9 mr a0 587.1 MT)
4. | Water / Bopa 1.8 % wiw/1.8%e/ Not more than 3.0 % w/w / He 6inbie Hisk 3.0
Yo B/p
5. | Disintegration time / 01 min / xg. 48 sec / cex. Not more than 30 minutes / He 6inbme 30
L Posnananna XBHIHH

Remarks: The product confirms to above specifications

pinion: APPROVED

[IpumiTiae: NpoaykT signosinae BuesasHauen|il cnenngikarii Buchosok: Morogweno --’Jg
Tested by / Tectysas: Santosh Kumar Document Checked by / [Teperipus: i ;2 iithorizing the balch
Maurva OS\ Himesh Kumar 30, sxa mo3BonMna
.
el _ \\r L mar (Tefm Member, QA)
FR R I, O P X [aare
Sign & Date / Mignuc/Hara: 2¢-11-20+3 | Sign & Date / Mignuc/ara: ata; ool
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Dr.Reddy’s €3¢

CERTIFICATE OF QUALITY""
CEPTH®IKAT SIKOCTI

Page/Cropd 39
Product: NOVIGAN, film-coated tablefs No 10 in blister Country of manufacturer: India
Hpoayicr: HOBITAH®, ratnerku, BRpyTi 11iBKOBOK KpatHa sapobuvnursa: Tugia
pOononKco No 18 y Gaicrepi
1 tablet contains: Ibuprofen 400 mg, P-Piperidinoethoxy-O-
Carbomethoxy Benzophenone Hydrochloride 5 mg, Alpha —
Piperidinoethyl Diphenyl Acetamide Methobromide 0,1 mg
1 rabneria micTiThb: iGynpodeny 400 mr, n-
ninepHaAHHOETOKCH-0-KapBoMeTOKCHGeH30deHOHY
riapOXAOPHRY 5 MT, anba-ninepuaunoeTnaMGeHinaueTamigy
meTobpomiay 0,1 mr

Batch / Cepin Ne: V2302390 Batch Quantity / O6°em maprii: 114471 packs / ynarcosok
Analytical Report / Ananitnunmii 3git Ne: 890001702827 Date of Analysis / Jara pocriprenuss: 30.11.2023

Date of Manufacture / JIaTa supobuuuTea: 1172023 Date of Expiry / Tepmin npugarnocri: 10/2028

Registration certificate / Pecerpaniiine noceintuenns No; Valid till / Tiftcre po: unlimited / Geserpoxone
UA/S127/01/01

Order of MOH No: 69 dated: 31.01.2017 / Haxas MO3 Yxpainn Ne69 sin 33/01/2017

Size and type of the package / Posmip Ta Tun DAKYBANMA, 10 tablets in blister labelling in Ukrainian;1 blister in carton

box labelling in Ukrainian and English /

o 10 Tatnetox y Gnictepi 3 Mapkysaknam yrpaiHenKoo
MOEeE10; 110 1 GaicTepy B KapTounii Kopobui 3
MADKYBAHIAM YEDATHCLKAID TA af LI ChIKOW MOBAMM
Name, address and numbers of the licenses of manufacture andDr. Reddy's Laboratories Limited

quality conirol / Hatimenysanna, agpeca Ta HOMep Ainensiy Formulations Unit 6 Vill. Khol, Nalagarh Road, Baddi,
BUPOGHHKA TA KOHTPOIIO AKOCTI: Distt. Solan, ELP. 173205, India, Ne. MNB/05/263

Ip. Peani’c JlaGoparopic dimiten

BupoGhuta ginewuun — VI ¢, Kxon, Hanarap poan, Baggi,
piepyr Coaan, Ximauay Hpagens 173205, Yupin

Vlinensia Ne MINB/05/263

6. ; Uniformity of dosage / j
QuHopinHicTs
AO3YBEHHX OIUHUIE
a) Ketone (calculated as | 3.9 AV<1S5

benzophenone HCI} /
Kerou (8 nepepaxypanni
Ha Gemsodenony HCI)
b) Amide (calculated as 3.5 AV=LS
CaaHaoBrN:=0) / Amin (e
nepepaxyBaHHI Ha
Ce2HasBrN:O)

c) Ibuprofen (calculated | 2.5 AV<IS
as C'I!HISOI) /
I6ynpoden (B

Remarks: The product confirms to above specifications Opinion: APPROVED =

Hpumirkae: MTpofyKT Biamosinae puILe3azHAYEHI coeumdikauii Bucnosok: IMorogkeno //7

Tested by / Tectysar: Santosh Kumar Document Checked by / Tleperipus: 5 ;;%ﬁﬂmrizing the batch
R GO0, MRk MUsBUMMIL

Maurya Himesh Kumar
f(j}}; stnar (Team Meinh.er, QA)

.
 Bata: Fo-A-inra

Loe—\V'-P ¢ 13
Sign & Date / Iiaruc/[ara; 2071 2013 | Sign & Date / Hinrwc/ Mara:

3 g < i




O
Dr.Reddy’s €

-

CERTIFICATE OF QUALITY

CEPTH®IKAT AKOCTI =~ 7™

Page /Crop 539

Product: NOVIGAN, film-coated tablets Ne 10 in blistor
Ipoayir: HOBII'AH®, Tal/IeTKH, BKPHTI IIIBKOBOED
obomorroro Ne 10 y 6aicrepi

1 tablet contains: Ibuprofen 400 mg, P-Piperidinoethoxy-Q-
Carbomethoxy Benzophenone Hydrechioride 5 mg, Alpha —
Piperidinoethyl Diphenyl Acetamide Methebromide 0, 1 mg
I Tadnerica micTuTs: iGynpodgeny 400 mr, o-
ninepmmHoeTchu-o-Kapﬁome*mxcuﬁeusocbeuouy

MeTobpomigy 0,1 mr

riapoxaopuay 5 mr, anba-ninepuauroeTHARHdeHiAAeTAMITY

Country of manufacturer: India
Kpaiua pupobnunrea: Iugis

Batch / Cepin No: V2302390

Batch Quantity / O6’em naprii: 114471 packs / ynakogok

Analytical Report / Auanitnunnii spir Ne: 890001702827

Date of Analysis / JaTa pocnifwennsn; 30.11.2023

Date of Manufacture / laTa eupobunursa: 11/2023

Date of Expiry / Tepmin npunaraocri: 10/2028

Registration certificate / Peecrpauiiine nocpinuesus Ne:
UA/5127/01/01

Valid till / dificue no: unlimited / Gezerpoxoge

Order of MOH No: 69 dated: 31.61.2017 / Hakaz MO3 Yxpaiu

H Ne69 Bix 31/01/2017

Size and type of the package / Poamip Ta THIO nakyranus:

10 tablets in blister labelling in Ukrainian;1 blister in carton
box [abelling in Ukrainian and English /

no 10 Tabnerok y GricTepi 3 MapkyBaunam yxpalHCbKOIO
MOBOI; no 1 6aieTepy B kapToRHiii KopoGui 3
MAPKYBANHAM YKPATCLICOIO Ta aHMHCK00 MOBAMYH

quality control / HaiimenyBanus, aapeca Ta Homep Jgitensii
BHPOGHHKA T KOHTPOITF AKOCTI:

Nane, address and numbers of the licenses of manufacture and

Dr. Reddy's Laborateries Limited

Formulations Unit 6 Vill, Khol, Nalagarh Road, Baddi,
Distt. Solan, ILP. 173205, India, No. MNB/05/263

Hp. Penai’e JTaGoparopic Jimiten

Bupo6umua pinexunus — V1 ¢ Kxon, Hanarap poan, Baui,
okpyr Conaun, Ximauan Ilpagem 1732605, [nzia

Plinensia No MINB/05/263

[ TECpepaxyBaHH] Ha
CusHis0a)

7. | Dissciution * /
Poszupnenus *
a) Tbuprofen / 16ynpoger
101%

b) Ketone / Keron

Disso / Poywwn 102, 101, 103, 102, 101,

Disso / Posunr 99, 99, 101, 100, 98, 97%

a} Not less than 70.0 % (Q) of the labeled
amount in 30 min / we menwe T0.0 % ()
3anBleHol KiTbKoTT Briponoex 30 xb.
b) Not less than 75.0 % (Q) of the labeled
amount in 30 min / He mexme 75.0 % (Q)
saseieHol kinekocTi Bnpomosxk 30 xb.

8. [ Related Impurities 0.0287 %
(caleulated on Ibuprofen)
* / CuopigHeni aomimxu
(b nepepaxynky Ha

I6ynpoden) *

Not more than 1.0% / He 6innme 1.0%

Remarks: The product confirmns to above specifications
fpumitiae: ITpoaykT Bignobinac sumesasuatcHii cneundixanii

Opinion: APPROVED s

]

/
-
)

(Tested by / Tectysag: Santosh Kumar

Maurya y
@

e

Himesh Kumar

(’“\ﬂ

Document Checked by / ITepesipug:

#thorizing the batch
H, SKa JI03BONUNA

ol

®umar (Team Me?ber, QA)

/

[ Sign & Date/ Hianuc/Hata: 307243

Sign & Date / TTigmac/ITaTa:




O Reddy’s Laboratorizs i,
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. Q% i
Dr. Reddy S “. Foreuiation ‘LJ" i

 Disi Solan, H.P, 373 205,mi..\.’D:':3.
CERTIFICATE OF QUALITY ;21 30726 55031-02
CEPTUDRIKAT SIKOCTI  wrowdrraddys.com

a
oy

Page /Crop 639
Product: NOVIGAN, film-coated tablets Ne 10 in blister iCountry of manufacturer: Indiz
Hponyr: HOBITAH®, ratnericn, BKpHTi NAiBKOEOI0 I{paina supobuuuTez: Inais

oGononkoo Ne 18 y Guicrepi

1 tablet contains: Ibuprofen 400 mg, P-Piperidinoethoxy-O-
Carbomethoxy Benzophenone Hydrochloride 5 mg, Alpha -
Piperidinoethyl Diphenyl Acetamide Methobromide 0, I mg

1 TaGrerra MicTuTE: iBynpodeny 400 mr, n-
imepuannoeToKcn-0-kapGometocnGenzodenony
rigpoxsopaay 5 mr, anega-ninepuaHEoeTRAANDEHITAGETAMITY
meTabpomioy 0,1 mr

Batch / Cepin Ne: V2302390 Batch Quantity / 06 em naprtii; 114471 packs / ynakopok
Analytical Report / Auanitnunmii 3eit Ne: 890001702827 Date of Analysis / {ata nocaimskennas: 30,11.2023

Date of Manufacture / Jara Bupo6usturea: 11/2023 Date of Expiry / Tepmiu npuaatwocri: 10/2028

Registration certificate / Peccrpanidive nocpiguenans No: Valid till / JijicHe go: unlimited / fescrpokone
UA/5127/01/01

Order of MOH No: 69 dated: 31.01.2017 / Hakas MO3 Yrpaiun Ne69 win 31/01/2017

Size and type of the package / Poamip Ta tun naxyranus: 10 tablets in blister labelling in Ukrainian;1 blister in carton

box labelling in Ukrainian and English /

no 10 tabnerox y GaicTepi 3 MapKyBanHnM YKPATHCBKOIG
MoBoI0; 110 1 6aicTepy B KapTouRiil Kopo6wi 3
MAPKYBAHIIAM YRPATHCbKOI0 T AHTIIHCLK00 MOBaMu
Name, address and numbers of the licenses of manufacture and Dr. Reddy's Laboratories Limited

quality control / HafimMenysasus, afgpeca Ta HoMep hinensit Formulations Unit 6 Vill. Khoel, Nalagarh Read, Baddi,
BHPOGHHKA Ta KOHTPOIK AKOLTI: Distt. Solan, H.P. 173205, India, Ne. MINB/05/263

Hp. Peani’c JlaGoparopic Jdimiten

Bupobuaya ginennus — VI e, Kxon, Hanarap poaa, Banai,
epyr Conan, Ximauan Ilpagewr 173205, Inais

Ulinensis Ne MINB/05/263

9. | Assay */ Kinnkicre

BH3HAYEHHS *:
a) Ihuprofen (calculated 406.4 mg / mr a) from 384.0 mg to 416.0 mg at the time of
as CoHueQz) / manufacture and during shelf life / gig 384.0 Mr
Iyrmpoded (s Lo 416.0 Mr oy wac 36epiranas Ta BUITYCKY
flepepaxyBasHl Ha
CisHisO2) b) from 4.5 mg to 5.5 mg during shelf fife / ixg
b) Ketone (calculated as | 5.09 mg / mr 4.5 Mr 10 5.5 Mr nij vac 36epiradus;
benzophenone H() / from 475 mg to 5.25 mg at the time of
Kerou (B nepepaxysanui manufacture / Big 4,75 Mr 10 5,25 Mr mig uac
Ha Gensodenony HCI) BHITYCKY;

¢) from 0.09 mg to 0.11 mg during shelf Life /
¢) Amide {calculated as 0.102 mg / mr Big 0,09 Mr no 0,11 mr nia vac 36epiranus;
szHngerO) / AMiiI (B

Remarks: The product confirms to above specifications Opinien: APPROVED s

[(IpumiTiae: MpoayxT sinnobizac Bresa3HAYEHIMH crienugikaniy Bucrosok: Mloropkeno 4 -/

Tested by / Tecrynan: Santosh Kumar Document Checked by / ITepesipua: TP ;%ﬁtborizing the batch

Maurya & Himesh Kumar G 00 : 08 M, AKa 103BONMIA
w:_'_'j_"; ) 5 - T mmiar (Team Member, QA)

-
) D 2y i 4
Sign & Date / Tianuc/ Jara: Loft-20p 3| Sign & Date / [Tinnmuc/Tara:




Dr.Reddy’s Q3¢

CERTIFICATE OF QUALITY

e

CEPTHOIKAT SIKOCTI
Page /Crop 739
Product: NOVIGAN, film-coated tablets Ne 10 in blister Country of manufacturer: India
llponyicr: HOBITAH®, rabnerku, BKpUTI IiBKOBOIO Kpa¥na supobunurea: Inmist

06osroHIcor0 Ne 10 y Hicrepi

1 tablet contains: Ibuprofen 400 mg, P-Piperidinoethoxy-O-
Carbomethoxy Benzophenone Hydrochloride § mg, Alpha —
Piperidinoethyl Diphenyl Acetamide Methobromide 0,1mg

1 raGnetra micTurs: iGynpodeny 400 mr, o-
nirlepu,uHnoeTOKcH-o-rcapﬁome'miccnﬁeusorpenmy
rinpoxnopHRy 5 mr, anbpa-ninepuaunoeTunndeninaueraminy|
metobpominy 0,1 mr

Batch / Cepin Ne: V2302390 Batch Quantity / 06”em naprii: 114471 packs / ynakorow
Analytical Report / AraniTuusnmuii seit Ne: 890001702827 Date of Analysis / Jlava nocnigxennss: 30.11.2023

Date of Manufacture / lata supoSuuurea; 11/2023 Date of Expiry / Tepmin npugarrocti: 10/2028

Registration certificate / Peccrpauiiine nocniguenns No: Valid till / Tificne po: unlimited / 6escrpoxose
UA/5127/01/01

Order of MOH No: 69 dated: 31.01.2017 / Haxaz MO3 Yrpaiun Ne69 sig 31/01/2017

Size and type of the package / Po3amip Ta THN nakysanHs: 10 tablets in blister labelling in Ukrainian;1 blister in carfon

pox labelling in Ukrainian and English /

no 10 TaGimetox y GnicTepi 3 MapkyBaHHsiM yKpaischKoro
MOBOIO; ¢ 1 GuicTepy B KapToHHIH Kopobui 3
MADKYDANHRM YRPATNCLROH TR AHCAIHCBK0I0 MOBAMY
Name, address and numbers of the licenses of manufacture and Dr. Reddy's Labaratories Limited

quality control / Halimenysanus, ajpeca ta Homep hinen3it Formulations Unit 6 Vill. Khel, Nalagarh Road, Baddi,
BHPOOHHKA Ta KOHTPOIO AROCTI: Distt. Solan, H.P. 173205, India, No. MNB/05/263

Np. Pexni’e JaGoparopic JliMiten

Bupobuuua ninkuuug — V1 ¢, Kxon, Hanarap poaa, Baani,
orpyr Conan, Ximauan Ipagew 173205, [unin

Ulinen3ia Ne MINB/05/263

nepepaxypadHi Ha from 0.095 mg to 0.105 mg at the tims of
Ca:HaoBrN20) manufacture / 8in 0,095 mr Ao 0,105 Mr mig yac
BHITYCKY;
10. | Microbial limits * # /
Mikpo6ionoriuxa
yucToTa * #
a) Total aerobic <100 CFU/g/ KVO/r a) Not more than 1000 CFU/g / He Ginbue
microbial count / Hix 1000 KYO/r
3aranpHa KinbLKicTs
aepobunx
MIKpoopTanizMis
(TAMC)
b) Total combined yeasts | <50 CFU/g / KYO/r b) Not mare than 100 CFU/g / He 6insiue mix
and molds count / 100 K¥Q/r
Hpixirosux | N
Remarks: The product confimms to above specifications pinfon: APPROVED
Mpusirkae: TlpoaykT pinnosinae sumesaznadeniii cnenudikarit Buchosox: IMorogmeno -/,

Tested by/ Tecrysas: Santosh Kumar Document Checked by / Ilepesipus: [Na withorizing the batch
Maurya Himesh Kumar Q¥es U, 2K JO3BONHIA
( E”,\ —— \ P SRR : % mar (]@i&den?&r. QA)
gcw}\*lﬂg’;’} i ; ! E ,LL&

Sign & Date / Ilinmue/Jara: 20-M20%- 2] Sign & Date / Miganc/Mara:
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Dr.Reddy’s ‘

CERTIFICATE OF oUALITYf

CEPTHMIKAT SIKOCTI

Page/Crop 839

[Product: NOVIGAN, film-coated fablets ¥o 10 in blister
[poaykt: HOBITAH®, Tabrerin, BKpUTI INIIBKOROI
obonenicoro Ne 10 y Sricrepi

1 tablet contains: Ibuprofen 400 mg, P-Piperidinoethoxy-0-
Carbemethoxy Benzophenone Hydrochloride 5 mg, Alpha —
Piperidinoethyl Diphenyl Acetamide Methobromide 0, Img
I rabnerwa micTure: iGynpopeny 400 mr, n-
ninepnzmuoemKcuuo-mapﬁome'mlccnﬁeﬂampeﬂony
riapoxnopuay 5 mr, anbda-ninepnanuoerniandieninaneTaminy
MeToOpominy 0,1 mr

R

ountry of manufacturer: India
paiHa BHpoGHUUTEA: IHig

Batch / Cepia Ne: V2302390

Batch Quantity / O6’em naprii: 114471 packs / ynaxosox

Analytical Report / Ananivuasnii 3pir No: 390001702827

Date of Analysis / lata pocrimkennss: 30,11.2023

Date of Manufacture / Jlata Bupobunyursa: 11/2023

Date of Expiry / Tepmin npumarnocti: 10/2028

Registration certificate / Peectpaniiive nocsiguenus No:
UA/S127/01/01

Valid till / Aificue no: unlimited / 6escrpokope

Order of MOH No: 69 dated: 31.01.2017 / Haras MO3 Yxpaiu

i Ne69 sig 31/01/2017

Size and type of the package / Posmip Ta tan naxypanus:

10 tablets in blister labelling in Ukrainian;1 blister in carton
box labelling in Ukrainian and English /

1o 10 Tabaerok y Haicrepi 3 Mapkysannam YkpaiRcb Ko
MOBOM; 110 1 GnicTepy B KapToHNii Kopodui 3
MAPKYBAHHAM YRPATHCLKO TAa ANTAIHCLK0I0 MoBaMH

Name, address and numbers of the licenses of manufacture and
quality control / Haiimenypauus, aapeca Ta Homep Jtinensii
BHPOOHHICA Ta KOHTPOTIO SIKOCTI:

Dr. Reddy's Laboratories Limited

Formulations Unit 6 Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P. 173205, India, No, MNB/05/263

Uip. Pepui’e JlaGoparopic Jlimiten

Bupotuuyua ainsauus — VI ¢, Kxoa, Hanarap poan, Baaai,
okpyr Conan, Ximauan Hpagew 173205, Ingis

Jlinensisn Ne MINB/05/263

MIICHABHX TPHGIR
(TYMC)
¢). E. coli

|

Absent / Bigcytui

c) Absentin I g/ Binevrais I 1

Remarks: The product confirms to above specifications
[1pumiricae: IpoaykT Bianorinae puimesazuaeniit cnenudikauii

Opinion: APPROVED

Tested by / Tecrysan; Santosh Kumar

Maurya [:?)

e

Himesh Kumar

Lo- 1y~

Document Checked by / ITepeipns:

sfsofypithorizing the bateh
¥, SKd [O3IBONUNA
Wsimar (Team Memb, JJ', QA)

)

o
=
5

ACLZ

Sign & Date/ Tlinmnc/Mara: 46712013

Sign & Date / [Tiannc//TaTa:
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Dr.Reddy’s Q? |

CERTIFICATE OF QUALITY

CEPTU®IKAT SIKOCTI
Page /Crop 939
fProduct: NOVIGAN, film-coated tablets No 10 in blister Country of manufacturer: India
[ponyxr: HOBIFAH®, Tabnerku, BKpHTI NNiBKOBOIO KKpaina pupobruurea: luaisn

o6osonroro Ne 10 y Guicrepi

1 tablet contains: Thuprofen 400 mg, P-Piperidinoethoxy-0Q-
Carbomethaxy Benzophenone Hydrochloride 5 mg, Alpha —
Piperidinoetityl Diphenyl Acetamide Methobromide 0, 1 mg

1 Tadneria micTure: iGynpodeny 400 mr, n-
l]i[‘[BpHLlHHO%TOKCH-O-I{apﬁt)MeTOKC(iﬁeHBOE])eHOHy
rigpoxntopuay 5 mr, anbda-nirepuannoeTuaanderianeTaniny,
meTobpominy 0,1 mr

Batch / Cepin No: V2302390 Batch Quantity / O6’em naprii: 114471 packs / ynakoroxk
Analytical Report / Auanituunuii ssit Ne: 890001702827 Date of Analysis / laTa nocnimxennas: 30.11.2023

Date of Manufacture / Jara supoouumrsa: 11/2023 Date of Expiry / Tepmin npugaraocri: 10/2028

Registration certificate / PeecTpaniiine nocriguenns Ne; Valid till / Ajficye no: unlimited / Geserporose
UA/5127/01/01

Order of MOH No: 69 dated: 31.01.2017 / Haxas MO3 Yxpainu MNe69 pin 31/07/2817

Size and type of the package / Poamip Ta Tun NaKyYBaHHHA: 10 tablets in blister labelling in Ukrainian;1 blister in carton

hox labelling in Ukrainian and English /

rno 10 Tadaerok y 6aicrepi 3 Mapkysanssm yxpaincsicoro
MOBOI; 110 1 6aieTepy B wapTonyiil kopobui 3
MAPKYBAHUAM YEPATHCHROIO Ta ANNTIACLKO0 MOBAMH
Name, address and numbers of the licenses of manufacture andDr. Reddy's Laboratories Limited

quality control / Haiimenypannsn, ajapeca Ta HOMep JAitensii Formulations Unit 6 Vill. Khol, Nalagarh Road, Baddi,
BHPOOHMKS TA KOHTPOTIO AKOCTI: Distt. Solan, H.P. 173205, India, Ne. MNE/05/263

Ap. Perni’e JlaGopaTopic Jlimiten

Bupobrnya ginennus — VT c. Kxon, Hanarap poan, Bapai,
okpyr Conan, Ximauan Mpagewr 173208, Inaia

UTinensia No MNB/05/263

* - tests perfonned during the stability study / sunpoGysaHkA, U0 NPOBOANTLCA NIl 4aC AOCTIKOLS crabinsHocTi
- Microbial purity test performed for one of ten batches but annually s minimum / 1ectysanun MikpoSienorivsol yyeToTh TIPOBOATTHCH JIAA KOHHOT AECATAE cepil
471C He plusue pas Ha piK

Declaration of certification: “I hereby certify that the above information is authentic and accurate. This batch of product has been
manutactured, 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
or product specification file for Investigational Medicinal Products. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP”

HAekmapauis npo ceprudikaniio: “IluM 33CBIOUYI0, WO BHHICBHKNANCHA indiopmanis cnpasxus i Toyna. Us cepis npoaykty Gyaa
BHFOTOBREHA, BKIIOYAI0YH YNAKOBKY/M2PKYBAHHA TA [EPEBIPKY AKOCTI HA BHIC 3rafilaHoMy caliti (ax) y nosHili BignoBinHocT s
sumoramu GMP Micuesoro Peryistoprol oprauy i signosinmo no cnenmbikanii, u1o MicTsIThes B peecTpaniiinomMy nocke / TOpronii
JHuenzii kpaiHu-iMnoprepa afio y Zocke clienmbikanii IpoNykTy ns AOCTiIKYBaHHX nikapceKix 3acobi. JoKkyMeHTH Tio 0b6pobui,
YIakoBHi Ta aHanizy 6yiM NeperianyTi Ta BCTAHORNEHO BiamoBigsicTs GMP.”

Remarks: The product confirms to above specifications Opinion: APPROVED -
(Tpumirkae: ITpoykT BiNORinae BUuEIazHAUEHIH cneuudikauii Bucuonew: Toremxeno //j
Tested by / Tectysas: Santosh Kumar Document Checked by / [Teperipup: [Namg.s Tl of perfson/Arithorizing the batch
Maurya ‘ Himesh Kuomar R 0&:508, AKa FO3BOIMIA
CEL C::::_j, P mar (Team MerCi, QA)
Zeh-2063 ke

Sign & Date / Tlianue/Mata: 36-f-24%.3 Sign & Date / Tigmac/ Jara: "EE: 1E _ i ara: o 0,4 1-1e1.2
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