JEPXIIIKCJIIY)KEA
JAEPXXABHA CJYXBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMM Y XAPKIBCHKIN OBJIACTI

By3. pomananceka, 25, M. Xapkis, 61057, ten/daxc (057) 731 50 68.
e-mail: dls.kh@dis.gov.ua, https://www.dls.gov.ua, Koa €JIPTIOY 36985153

BUCHOBOK
PO AKICTH BBE3EHOT0 B Y KpaiHy JIiKapchKoro 3acoby

26.01.2021 Ne 2700/21/2011

AOJIOKCEH

(nakimeryBatiig 1ikapcLkOro 3acody Irigue 3 peccTpauiftiuM nocsiIve s M)
Tab/eTkH, BRPUTI nTiBKoBOIO 0600HK0I0 110 10 TabaeTok y Gaicrepi; no 10 O.aicTepis y
KapTOoHHiH Kopodui

(opma sunycky. 203¥BaNNA. BU1 MAKYBANNA AIKAPCLKOTO 3205y )

Homep peectpauiiinoro nocsisuenna UA/8051/01/01 crpok aii peectpauiiivoro nocsiauenns 16.03.2021

Cepis nixhpcskoro sacoby Ne ET20200 KiabkicTs sBe3eHOrO Nikapebkoro sacoby 3850 v,
BupoGHuk [anga JlaGopatopis Jita. HOwiT 1, Inis
(nalimenyaanis supodiinka aikapeLkoro sacoby. kpaina noxoakenns)
BeeseHo B Yipainy Tomapucrso 3 obmexenorw BinosinabHicTo ""Konapk Inrenmen”,
inent. won: 25182226

(nakimenypanng 1a ko1 3a CAPTIOV wpranunoi ocodu ado npissuie. iM's. no 6aTbkosi hizuunoi
0coBH - NianpreMug. i1 Micue NPoXKBAIIA Ta pecctpauifimi nomep 063ik0BOT KAPTKM NAATIMK
noaatkis abo cepia Ta nomep nacnopra)

MipoToxon sisyansnoro kourponto sin 26.01.2021 Ne 75/0/01.21-21/7.

3a  pesynbTaTaMM  NEPKABHOIO KOHTPOAK  BCTAHOBJEHO. (110 Nikapcbkui  3acid  esBeseno B Vkpainy 3
AOTPHMAHHSAM BUMOI 3aKOHOAABCTBA LLIOAO 3a6e3NEUEHHA SKOCTI NiKapChKUX 3aCOBiB,
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Fax ; 01795-878200

2R Village : Thana,(Baddi), Tehsi! : Baddi, Dist. Solan
”l" \;\ {Himachal Pradesh) PIN-173 205
= . Tel. : 01795-678201,872202,878203
[
—— M

ot Galpha Laboratories Limited ‘

1SO 8001 : 2018
IS0 : 14001 :2015 CERTIFICATE OF BATCH RELEASE
Cantified Company CEPTHWDIKAT BHITYCKY CEPI!
Certificate No.: Page 1 of 1
- Ceprudixsr 2a: GB/FP/T/20/522 Cropiuxa 1 3 §
Product name: | DOLOXEN i Masufacturing country: | India
Hassa npoaysail: | AOAOKCEH Kpalua-supobunx: | Juxis
Pharmaceutical, form: | film-coated ¢ablets
Jlixapcsxa popua; | TaGaeTiu, BXpaTi LIisxoR0B 060N0EK0I0
Strength/potency: | 1 tablet contaius: Parscotamol 508 mg, Diclefenac Sodium 50 mg
Cuan piaxmunsicrs: | 1 Tabaerxa MicTams: Rapaneranony 500 ur, Anxnodienaxy usTpiso 50 mr
Type and siae of | 10 tablets in a blister; 10 blisters in a cardboard box with Ukrainian and English
packaging: | languages labeling
Bua | painip | mo 10 yabaevox y Gaicrepi; no 10 Saicrepis y xaprouniié xopobubs MApKYRIEMIM
YOSKOBXM: | YKPaTNCHX010 Ta aurailicekon Mosame
Batch Size: 4000 packs .

Batch No.:
ET20200 Poamip cepil: YRAKOBSK

Cepin Ne:
Mfg. Date: Expiry Date:
092020 JaTa 3axizwenns Tepminy nprasTaocti: 08/2023

| _Jata supobumuras:

Registration Certificate: Valid up to:

PeceTpanikue nocsiavenns: UA/8051 '.M'm Jiicxre ao:

Manufacturer name: | Galphs Laborstories Ltd. Unit 1 License No.: MNBAK/198
Halimeuyrauss smpoSuuxa: | Faxgs Jaéoparopis Jita, IOmir 1 Jliuensin Ne;

Location: | Village-Thana (Baddl), Tehsil-Nalagarh, District-Solan, Himachal Pradesh, 173205, Iadia
Micacmsaxonx | Bivacwx-Tzama (Baaad), Texclr-Hanarapz, Alcrpixr-Conan, Xinaasa Npanem, 173205,
eHun: l Innis

Conclusion oa cenfirmation of GMP Certificate No.: dated
Bacmosok aiono niarseprxenus ceprudicary HBII M: SIS i 07.02.2020
| Labelling Should correspond to the requirements. Complies
Mapxysauus Tosnmio B {TATH BUMOTBM. Biznosigae
Packagieg Should to the requirements of MQC. _Complies

r s

| Taxysasnss Tosmmno pigpopimrwmemorsM MESL___________ | __ Binnosisac |
Analysis resslts Certificate of analysis No. GB/FP/T/20/522 dated 31/10/2020 ‘
| Pesyavraru ananiy Cepmupixar ananizy Mo GB/FP/T/20/522 sig 31/10/2020 ‘
1 hereby certlfy that the above information is authentic and accurate. This batchk of product has been
manufactured, including packaging/labeting and quality control at the above mentioned site in  full compliance
with the GMP requirensents of the locel Regulatory Authority and with the specification avaliable in registration
dossler. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
., GMP.
Lum » 3608104510, 40 HasedenT sunie indoprakin e docnoeipros ma meuneswo. Lo cepito npodysuil Syno
sspobnerio (axmonaIouu naKyeanns/MapKysanis) ma xoxmpons IT axocmi na susiesaanasentii aupobnuqia
“diasusiyl nposedenc y noswiii sidmosionocmi 3 esusozarn GMP, scmaroarenusu Micueoun Ppeyrsmopuum
Op2aHON, 8 MAKONC 8idn06ldH0 00 cherudixauil, o Micrumyen § peecrmpaniiinosy docse. Tpomoraau
SMPOSHUKMEn, NAKYSANIR ma anarivie SN0 REpe2aRIYMO WA eCTIONOSREND sidnosionicrme GMP.
. Name | Ms. Suman Baia
Position of person suthorising the batch release | Sr. Manager QA
Iphsume | Cysan Bans

16.03.2021

Tocans ocobu, axa Ko03sin 28 aumyeK e Sscr. Menexaeps 341
Signature of persos authorizing the batch release ¢l
Hipouc ocobu, mxe suaana 103sia #a sunyck cophl
Date of signature v

liaTa ninomcannn \

Ropd. Offica : Jagdish Bhavan, Exhibitien Road, Patsa-300 001,
Head Ofics : E-221, Kanakia Ziillon, BKC Anaazs, Karia Wast, Mumbal - 400 070.

YEPAT S
° APNOBIge s,




CEPTU®IKAT AHAJI3Y

Ceprudikar Ne: | GB/FP/T/20/522 Cropinka 133
Haspa npoayxuii: | JOJJOKCEH
Jdixapewka popma: | Tabaerkn, BKpHTI NJiBK0B8010 06010HKOIO
Cepina Ne: | ET20200
Jlata BupobumuTBa: | 09/2020 [ lara zaxinuenns Tepminy npanatnocri: | 08/2023

Pe3y/ibTATH NPOBEJCHHA AHAJI3Y

Ne

n/m

[TOKA3HHKH
SAKOCTI

BHMOI'H MKs1

METOIH
KOHTPOJIIO

PE3VJIbTATH

Onuc

Kancynononi6ui asoonyti
Tab1eTKH, BKPHUTI TUTIBKOBOIO
060s10HKO10, 6inoro abo maiixe
6inoro konbopy, 3 NiHielo ans
nojuiny 3 oaHoro 6oky.

n. [ MKH,
Bi3yasibHO

Kancynonoai6ui
ABOOTYKJ TAGMETKH,
BKPHTI NJTiIBKOBOIO
060JIOHKO10, Maiike
6inoro konbopy, 3
NiHICI0 i1 noainy 3
oaHoro 6oky.

OnuopigsicTs macn

He Ginsiue aBox iHAWBITyanbHUX
Mac BiAXWIAIOTHCS Bifl CEpPEAHBOT
Mack Ha S %; xoJHa iHaKBiTyanbHa
maca He BIAXH/ISETbCA Bill cepeaHbOl
macH Ha 10 %.

n. 2 MKA,
BP, App. XIIC

Binnosinae

InenTudixauin:
3.1 Napayemamon

Yac yTpuUMyBaHHs MKy
Mapaueramony Ha XxpoMaTorpami
BUOPOOOBYBAHOFO PO3HHHY NOBHHEH
CMiBOAJaTH 3 YaCOM YTPUMYBaHHA
niky [Tapaueramony Ha
XpoMartorpami CyMillli CFaHAapTHOro
PO34MHY B YMOBaX (IPOBEACHHS
tecty «KibKicHe BUZHAYEHHIY.

n. 3.1 MKS,
BP, App. 1 D

Bianosinac

3.2 JQuknogernax nampiro

Yac yTpuMyBaHHA NiKy AUKNOdeHaK
HaTpilO Ha XpoMaTorpami
BUNPOGOBYBaHOTO PO3UHHY MOBHHEH
CRIBNANATH 3 YACOM YTPUMYBAHHA
MiKy AHKI0(EHAKY HATpPilo HA
XpOMarorpaMi cymilli CTaHAapTHOro
PO34KHY B YMOBaX MpOBENEHHA
TeCTY «KiNbKiCHE BU3HAYECHHA.

nm. 3.2 MK,
BP, App. [II D

Bianosinac.

3.3 Memun-
napaziopoxcubenioam

Yac yrpumyBanHs niky Merun-
naparipokcubeH30aTy Ha
XpoMaTorpami BUpoGoByBaHOTO
PO34HHY MOBHHEH CTBNAAATH 3
4acoM YTPHMYBAaHHA NiKy MeTu-
naparinpokcubeHzoaTty Ha
XpomaTorpaMi cyMillli CTaHIapTHOT O
PO3YHHY B YMOBAX NPOBEACHHS
tecTy «KiibKiCHE BU3HAYEHHAY. 4

n. 3.3 MKS,
BP, App. llI D

Bianosigae




Ceprudixar Ne: | GB/FP/T/20/522

Cropinka 233

3.4 IIponin- Yac yrpumyBauus niky [Ipomnin- n. 3.4 MK4,
napaziopokcubernsoam naparigpoxcubeH3oary Ha BP, App. llI D
' XpOMaTorpaMi BHIIpOOOBYBaHOIO
PO3uHHY MOBUHEH CNIBNAAaTH 3 ; .
p : Binnosigae
4acoM YTpHMyBaHHs miky [lponin-
napariipokcubeH30aTy Ha
XpoMaTorpaMi CyMitlli CTAHQAPTHOTO
PO34UHY B YMOBaX NpOBEAECHHA
TecTy « KiIbKiCHE BH3HAYEHHA».
3.5 Tumany dioxcuo Bunpobopysannii po3uuu n. 3.5 MKs1 . .
3a6apBIIlOETHCA B OpPaHKEBO~ Binnosinae
YePBOHHI KOTIp.
Poinapanun He 6inbiue Hik 32 30 xB. n. 4 MK4, 5 xb. 19 cex
BP, App. XIIA ' ’
Po3unnennsn He MeHwe Q=75% auknodpenaky ' n. 5 MK, 96 %
HaTpito 3a 60 xB. BP, App. XIIB, e
He menwe Q=75% napaueramony | BP, App. ll1 D
98 %
3a 60 xs.
Cynposiani nomimxu . 6 MKA,

A} Hapayemamon:
4-aminodeHon
4-xn0poaleToHiNiA

He Ginbuie 0,1 %
He 6inbiue 0,001 %

BP, App. llI D

He Buasneno
He Bussneno

Oinbwnm 3a (1 + L2 x 0.01) M.
(Mns 30 no30BaHKX OAMHALE).

(L1 nopienroe 15,0 ta L2 popisHioe
25.0).

- OpuHHYHA MakcUManbHa | He Ginbwe 0,13 % Huixue mexi
JoMillIKa BU3HAYECHHS
B) Qukaogenax nampirno.

OnuHuvHa MakcuManbHa | He Ginblue 0,2 % Huxue mexi

JIOMilLlKa BH3HAYEHHS

C) Cyma domimox (4+5) | He Binbiue 2,0 % Huskue mexi
BH3HAYEHHS

OanopinsicTs [TpuitmManshe uncno (AV) < L1 % n. 7 MK4,

A030BAHHX OAHHHIb ([ns 10 1030BaHHX OAMHHLIB). BP, App. XIIC

7.1. Hapayemamony [Mpuiimanbie uncio < L1 % ixoaen | 4

(po3paxyHrogo-eazoguii iHAMBIAYyanbHUIL BMICT Y N030BaKiii

Memoo) ONMHHLI NOBUHEH OYTH HE MEHLLIHM

3a(1-L2x0,01) M a6o ne AV: 39

YUPAT Q
%\ﬂf““m.,,’.'

et




Ceprndixar Ne: | GB/FP/T/20/522

Cropinxa 3 3 3_{

7.2, [luxnogpenaxy
Hampiwo
(0dHopionicme emicmy)

[Mpuitmanene uucno (AV) < L1 %
(Ins 10 no30BaHUX OAUHULIE).
INpuiimanene uncno < L1 % i xoneH
IHAUBIRYANBHHI BMICT Y 1030BaHiiH
OAMHMIII IOBHHEH OYTH He MEHILIHM
3a(l -L2x0.01) M a6o ne
6inbinm 3a (1 + L2 x0.01) M.
(s 30 no3oBaHKUX OOHHHLL).

(L1 nopisrioe 15,0 Ta L2 1opisHioe

AV:83

25,0).
Kinbkicne BHIHAYMEHHA: m. 8.1 MKA4,
8.1 Juxnogpenax nampiro | 45,0 mr - 55,0 mr na onHy Tabnetrky | BP, App. 1l D 48,55 Mr Ha oHY
(90,0 % - 110,0 %) Tabnerky
(97,1 %)
8.1 Hapayemamon 450,0 mr - 550,0 Mr Ha oaHyY 513,15 Mr Ha oany
Tabnerky (90,0 % - 110,0 %) Tabnerky
(102,6 %)
8.2 Memun- 0,264 mr - 0,396 mMr Ha oaHy n. 8.2 MKA, 0,340 Mr Ha ooHy
napaziopoxcubenszoam tabnetky (80,0 % - 120,0 %) BP, App. IlI D TabneTky
(103,0 %)
8.2 Mponin- 0,08 mr - 0,12 Mr Ha onHy Tabnerky 0,10 Mr Ha ofHY
napazidpoxkcubenzoam (80,0 %-120,0 %) TabneTky
(100,0 %)
MixkpoGiosoriuna 3aransHe YuCno aepoOGHHUX . 9 MKH,
YHCTOTA mikpoopranismie (TAMC) e BP, App. XVIB Blanosizes
6iabwe 10° KYO/r. A
3aranbHe YHCIO APIKAKOBHX Ta . .
mnicenerux rpudis (TYMC) He Binuonitae
6iabwe 102 KYO/r. Bi .
innosinac

Escherichia coli we aonyckaerbes B

]r.

Koanomituesow Amxow IOpiispdi,

kon 3148120125,

Iocana ocobOu, BiANOBI,

Mianuc ocodu, BiANOBINAFAIY R ATSS
Translator's sign

IMepexnan sukoxauo nepex.yl
o B8, T W/_

ture

JaTa nianacanns




JEPXTIKCIIY X BA
AEPKABHA CJIYXKBA 3 JJIKAPCHBKHUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMMU Y XAPKIBCBKII OBJIACTI

Bys. I'pomagsnceka, 25, M. Xapkis, 61057, ren/daxc (057) 731 50 68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kon €JIPTIOV 36985153

BHUCHOBOK
Npo sIKiCTh BBe3eHOro B YKpaiHy sikapchbKoro 3acoly
16.07.2021 Ne 4052172172011
JOJOKCEH

{nasftmenyBanna Aikapchkoro 3acoby 3riiHo 3 peceTpallifHMM NOCBIAYEHHM)
Tab.1eTKH, BKPUTI IIBKOBOIO 0600HKo010 110 10 tadierok y Gaicrepi;
no 10 6aicTepis y kapTouniii xopobui

((hopma BHnyCKY, 103YBAHHA, BIL1 NAKYBaHHR 1iIKaPCLKOro 3acoby)
Homep peecrpauiiinoro nocsinsenns UA/8051/01/01 crpox nit pecctpauiitnoro nocsizuenns 01.01.2099
Cepist nidhpeskoro sacoby Ne ET21068 KinbxicTs BBeseHoro aikapeskoro sacaby 3928 yr.

Brpobruk ["anda Jlaboparopis JTta. I0uiT 1, [nais

(HalimenyBanns BUpoOHHKa Aikapcbkoro 3acoly, kpaiHa noxomKeHis )

Baeseno s Ykpainy Tosapucrso 3 obmekenor Bianosigaabnicrio "Konapk Inreamen”,
inenr. koa: 25182226

(HaiMellyBatHs 12 koa 3a CIAPTIOY opuanuol ocobu abo npissuue, iM's, 10 5aTLKoBI hizKyHOT
ocobu - nianpuemus, il Miclie NpoXHBaHHS Ta peecTpauifinui Homep 061ikOBOT KAPTKH NAATHHKA
nonarkis abo cepis Ta HoMEp nacnopTa)

Mporokon sizyansnoro koxrpomo sia 15.07.2021 Ne 782/0/01.21-21/4.

3a  pesynsTaTaMM  NCPKABHOMO KOHTPOJK  BCTAHOBMEHO, 110 JKAPChKMil  3acid  BeelcHO B Ykpainy 3

AOTPHMAHHAM BMMOT 3aKOHOAABCTBA WOO 3a6e3MEUEHHS AKOCTI NIKAPCHLXUX 3aC0HiB.

1HA i -~
A * ?v\: SA&%IB ; ,/’} ////
RN ‘QHTP I P L g
W o)
Hauasibnuk N e /a Tepewenko O.C.
(nocasona (rianuc) (ininiany Ta npizsrie)




Village : Thana,{Baddi), Tehsil : Baddi, Distt. Solan

(Himachal Pradesh) PIN-173 205
Tol. : 01796-578201,878202,678203

Fax ; 01795-878200

Galpha Laboratories Limited

CERTIFICATE OF BATCH RELEASE

CEPTHOIKAT BUIYCKY CEPII
Certificate No.: | Page 1 of 1
Ceprudicar No: | CH/FP/T21211 Cropingn 131
Product name: | DOLOXEN Manufacturing country: | Indis
Hassa apoxyxnil: | JOJTOKCEH Kpalua-supobuux: | Innis
Pharmaceutical form: | film-coated tablets
Jlixapcoka gopma: | Tabnerxn, pxpuTi naisxosoio 06o0KK0I0
Strength/potency: | 1 tablet contains: Paracetamol 500 mg, Diclofenac Sodium 50 mg
Craa aiVaxTesuicrs: | 1 Taaerxa sicTuTe: napaneramony S00 mr, Amxacdenaxy uaTpiio S0 mr
Type and size of | 10 tablets in a blister; 10 blisters in s cardboard box with Ukrainian and English
packaging: | languages labeling
Bua i poamip | mo 10 TabaeTor y Gaicrepi; no 10 6aicTepis y xapTouuli kopobui 3 MAPKYBIHHSM
YyNaKoBKH: | YKpalHCLKOX0 T2 AHTAICLKOI0 MOBAMM
Bémf No.i ET21068 Bat'ch Slzef 4000 packs
epin Ne: Po3mip cepil: YOAKOBOK
Mfg. Date: | o521 . . ExpiryDater | g4n04
JaTa supobuunTea: Jlara 3axiH4eHHS TePMilLy NPUAATIIOCTL:
Registration Certificate: Unlimited from:
PeccTppuiiine nocsinuenyn; UA/58051/01/01 Heobmexene 3: 05.03.2021
Name of manufactarer: | Galpha Laboratories Ltd. Unit 1 License No.: MNB/05/195
HajimenyBanus supobuuxa: | Faaga JIa6oparopis Jiva. 10uir 1 Jlineusisg Ne:
Location: | Village-Thana (Baddi), Tehsil-Nalagarh, District-Solan, Himachal Pradesh, 173205,
India
MicneIngxomeHnn: Biwrenu-Txaua (Baaal), Texcin-Hanarapx, Hicrpikr-Conan, Ximeuan Mpaneus,
173205, Iuain
Conclusion on confirmation of GMP Certificate No.: dated
BucHOROK It0g0 ninTBepukenns cepTudivaty HBII Nb: 059/2020/C-158 Bid ¥7:02.3020
Labelling Should correspond to the requirements. Complies
MapxyBaHug TlOBHHHO RIAMNOBIAATH BUMOraM. Binnosinae
Packaging Should correspond to the requirements of MQC. Complies
[axysanus TlosrHHO BinnoBisaTk umoram MK Bianosiza€
Analysis resuits Certificate of analysis No. GB/FP/T/21/211 dated 22/05/2021
PerynbTaTH AHANITY Ceprrdixat ananizy Ne GB/FP/T/21/21 1 nin 22/05/2021

1 kereby certify that the above information is authentic and accurate. This batch of product kas been manufaciured,

including packaging/labeling and quality control at the above mentioned site in full compliance with the GMP requirements

of the locel Regulatory Authority and with the specification available in registration dossier. The batch processing, packaging
and analysis records were reviewed and found 10 be in compliance with GMP.

Lust 8 3ac8ioNym, 10 Hasedena susie inPOPpMaKIn € docmosipxoso ma moukox. L cepito npodysuil byno supobreno
(RNIONGNONN RAKYEANNA/NGPKYSANIR) A KONIMPORS N axocml ¥a sutneaasHavenii supobuuyiin dinsruni aposedeno y
noenin eidnosionocm! 3 aumozam GMP, scmanoenenums MICHESUM PEY/IRIMAPN M OP2ANOM, @ MAKONC sionoeiono do

cnrenuPiranil, #o nicmumscs o peccmpayliinomy docsc. Tpomonoau eupoBrIImea, RAKYSAHHR ma enanizie 6yao
REPEL2AAKYMO A SCIMAKVEAENTD sidnowidnicme GMP.,

Name | Mr. Vivek Kumar
Position of person authorizing the batch release DGM QA
Npisaume | Micrep Bubex Kymap
TMocaaa ocolu, IKA BHIAIS N03BL1 KA BUNYCK cepii | 3T 351
Signature of person authorizing the batch release Y.\ ﬂ
Tizmsc ocolm, IXA BRAANA 203811 B BAOYCK cepll C'“/w
Date of signature S TTNEA T T
JlaTa nianucaneg 22052021 /o O8N
e PG RGN
S \\“r"".
L) "

t'\':). "\ ’l~5 4
N,
\':'f'*‘/& m&%&

Regd. Office : Jagdish Bhavan, Exhibition Road, Patra-800 201.
Head Office : E-221, Kanakia Zillion, BKC Annexe, Kuria West, Mumbai - 400 670.




CEPTHO®IKAT AHAJII3Y

Ceprugikar Ne:

GB/FP/T/21/211

Cropinka 133

Hassa npoaykuii:

JOJOKCEH

Jikapcbka dopma:

Ta01eTKHl, BKPHTI I1iBKOBOIO 00010HK010

Cepis Ne:

ET21068

Jdara BupoOHHUTBA:

05/2021

APHIATHOCTI:

JiaTa 3akindenus tepMiny

04/2024

PeiybTaTH NPOBCACHHS anaJizy

Ne
n/m

IHOKA3HHKHN
AKOCTI

BHMOI'H MK

METOAU
KOHTPOJIK)

PE3YJBTATH

Onuc

KancynonoaiGHi a1BOOmyKI
TabneTky, BKPHUTI IUT1IBKOBOO
obononkoto, 6inoro abo makxe
BINOro KoNbLopy, 3 NHICIO 415
noainy 3 oaHoro 6oxy.

1. 1 MK3,
Bi3ya/IbHO

Karicynononi6Hi
ABOOIYKIT TaDNIETKH,
BKPHTI MTIBKOBOIO
obanonkoto, 611010
KOJIbOPY, 3 JIHICK 114
OAY 3 O/IHOro BOKY.

OanopinRicrs macn

He Ginbliie nBOX iHAMBIAYalbHHUX
Mac BIAXHAAKOTHES BUL CEPeHbOT
Macu Ha 5 % xoana
iH/IMBilyanibHa Maca He
BIAXMIISETLCA BIA CepeaHbol MacH
Ha 10 %.

. 2 MK,
BP, App. XHC

Bignosixae

InenTudixanis:
3.1 IIapauemamon

Yac yTpUMyBaHHS MKy
llapauetamosy Ha xpoMaTorpami
BUIIPOGOBYBAHOIO PO3UKHY
NOBHMHEH CriBNagaTy 3 Hacom
yTpuMyBanus niky [Napaueramony
Ha XpOMarorpami cymitui
CTaHAApPTHOrO PO3UMHY B YMOBAX
nposeaers Tecty «KinbricHe

BH3HAYECHHA».

n. 3.1 MKA1,
BP, App. Il D

Bianorinae

3.2 Tuxaopenax nampiio

Yac yTpuMyBaHHS iKY
nuknodeHak HATPIIO HA
XPOMATOrpami BUMPOOOBYBAHOTO
PO3UHHY MOBHHEH CNIBNAAATH 3
4ACOM YTPUMYBAHHS MKy
JAMKJIO(hEHAKY HATPito HA
Xpomarorpami cymiuui
CTAHAAPTHOIO PO34HHY B yMOBaxX
npoeeaerus recty «KinbkicHe
BHU3HAYEHHA».

n. 3.2 MKA,

BP, App. 11 D

Bignosigae

3.3 Memu1-
napuaziopokcubenzoam

Yac yTpuMyBaHHs niky Merui-
naparinpoxcnbenzoarty Ha
XpoMarorpami BunpoboByBaHoro

PO3UKMHY TIOBHHEH CTTIBIIAJATH 3

yacoM YTPUMYBaHHs MKy Merui-
naparippokcntensoary Ha

Xpomarorpami cymii
CTaapTHOTO PO3UMHY B yMOBaX

. 3.3 MKA,
BP, App. I D

M 2D~

. Bianosinae
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npoBeeHHs TecTy «KinbkicHe
BHU3HAUEHHA».

-

3.4 Iponia- Yac yrpumysattis niky [Tponin- 1. 3.4 MK4,
napaziopokcubenzoam naparijipokcHBeH30aTy Ha BP, App. [I1 D
XpoMartorpami BUIIpoSoBYBaHOIO
PO34KHY MOBHUHEH CITIBIAAATH 3
4YacoM yTpumysaHus niky [Iponin- Binnosinae
napariapokcuGeH3oary Ha
XpomaTorpami cymitii
CTaHAAPTHOrO PO3UMHY B yMOBaX
nposeieHHs tecty «Kinbkiche
BU3HAYUEHHA .
3.5 Tumany oioxcuo Bunpo6oByBaHuii po3unH 3.5 MKA . ’
Bianogsinae
3a0apBNIOETHCS B OPaHKEBO-
4EPBOHKII KOJIIp.
Poznaganin He 6inble nixx 3a 30 xs. n. 4 MKA, £ T
BP, App. XIIA o )
Po3unnenns He menme Q=75% nuknodenaky | n. 5 MK, .
. 97 %
HaTpio 3a 60 xa. BP, App. XIIB,
He menwe Q=75% napaueramony | BP, App. [H D 98 %/
0
3a 60 xs.
Cynposigui gomimku n. 6 MK,
A) Hapayemamon: BP, App. Il D
4-aminoheHon He 6uibwe 0,1 % He Busg1CHO
4-xnopoaueToninig He 6inbie 0,001 % 0,00023 %
Hikde Mexi BUSHaueHHs
OanHUUHA MAKCHMabHa | He 6inbluc 0,13 % 0,0053 %
JlOMilLKa Hixrie mexi BU3Hauers
b) Juxaohernax nampiio:
OnMHNYHA MAKCHMATbHA | He Ginbiie 0,2 % 0,0170 %
JOMiLIKa Hwkue Mexi BusnauenHs
C) Cysma oomiuiox (A+5) | ne 6inbie 2,0 % 0,017 %
Huxcie Mexi BH3HAYCHHS
OnHopianicts [Tpuimansre uncno (AV) <L1 % | n. 7 MKJ,

J030BANHX OXHHULB
7.1. Hapayemarmo:zy
(POIPAXYHKOBO-6U20CUTI
Memoa)

(flin {0 nosoBaHMX OAHHKMLE).
Mpuiimanshe yneno < L1 % i
KOAEH IHAMBIAYAIbHUA BMICT y
N030BaHIM OAMHHULLI IIOBMHEH OYTH
He MeHium3a (1 - L2 x 0,01) M
abo e Ginbumm 3a (1 + L2 x 0.01)
M.

([Ina 30 nozoBaHUX OAMHMLE ).

(L1 nopisnioe 15,0 ta 1.2
aopisHioe 25.0).

BP, App. XIIC
4

AV:1.2
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| 7.2 Hurrogenaxy lpniimanbhe uncio (AV) < L1 %
Hampio (/Lst 10 1030BaHMX ONMHULIB).
(0oHopionicmy emicmy) lHpuiManbhe uneno <L1 % 1
HKOJEH IHOMBIAYATLHUH BMICT ¥
[030BaHIi OJMHHLI NOBHHEH Gy TH
! nemermm 3a (I —L2x0.01) M AV:5,6
a0 ne Olablumum 3a (1 + L2 x 0.01)
M.
(/s 30 no3zoBanHUX OAUHML).
(L nopientoe 15,0 1a L2
AdopiBHIOE 25.0).
KinbkicHe BH3RAYCHNHR: n. 8.1 MK,
8.1 Aurnopenax nampiro | 45,0 mr - 55,0 wr nHa oany BP, App. HI D 50,98 mr na oany
Tabnerky TabaeTKy
" (90,0 % - 110,0 %) (102,0 %)
8.1 apayemamon
450,0 mr - 550,0 Mr Ha oHy 502,80 mr Ha omny
Tabnetky (90,0 % - 110,0 %) TabneTky
(100,6 %)
8.2 Memun- 0,264 mr - 0,396 Mr Ha oaHy n. 8.2 MK4, 0,31 mr na oany
napazioporcuienzoam Tabaerky (80,0 % - 120,0 %) BP, App. Il1 D Tabnerxy
(93,9 %)
8.2 Hponin- 0,08 mr - 0,12 Mr Ha oany 0,09 mr Ha oaHY
napaziopoxcubensoam | rabnerky TabnerKy
(80,0 %-120,0 %) (90.0 %)
Mixpobiosoriuna 3arajibHe Yncao aepolnx n. 9 MK,
4YHCTOTA mikpooprauizmie (TAMC) we BP, App. XVIB Bitionizac
1IIOBI A€

Ginbure 10° KYO/T,

3arajibHe YMCIO APIKIKOBHX Ta
niiceHesux rpuis (TYMC) ne
Gineswe 10° KYO/T.

Escherichia coli e nonyckaethes
BIlr. i

Bianoginae

Bixnosinae’

ITocana ocobm, BinnoBiaILHOT 32 ananis

IIpizBume

Carua Hpakam
Crapwmuit Meneaxep KSI

Ilinmuc ocobn, BiguoBigzanbHOI 32 ananis

Hata nixnucanna | 22.05.2021




Village : Thana,(Baddi), Tehsit : Baddi, Distt Solan
(Himachal Pradesh) PIN-173 205

Tel. : 01795-678201,678202,678203

Fax : 01795-678200

® GL

Triariek Galpha Laboratories Limited

1SO 9001 : 2015
ISO : 14001 : 2015 CERTIFICATE OF BATFH RELE{\SE
CEPTUODIKAT BUIIYCKY CERI{
Certificate No.: Page 1 of 1
Cepradixar Ne: GB/FP/TI217212 Cropiuxa 131
Product name: | DOLOXEN Manufacturing country: | India
Haisa npogyxuil: | JOJIOKCEH Kpeina-supobuux: | Innis

Pharmaceuticsal form: | film-coated tablets
Jlixaperxa gopma: | Tabaerxy, BKpuTi NIiBKOBOX0 000J0HKOI0
Strength/potency: | 1 tablet contains: Paracetamol 500 mg, Diclofenac Sodium S0 mg
Cuas pilaxrusuicrs: | 1 Tabnerca MicTHTh: napanevamony S00 Mr, AMxI0QeBAKY KA iro 50 Mr
Type and size of | 10 tablets in s blister; 10 Dlisters in a cardboard box with Ukralnian and English
packaging: | languages labeling
Buga | poamip | no 10 rabaerox y Gaicrepi; no 10 Gaicrepis y wapromuiik xopobui 3 MApKYRAENAN
_ YRAKOBKH: | YKPATHCHKOK T4 AHrAIHCLKO0I0 MOBRMH

Batch No.: Batch Size: packs
Cepin Ne: i Poamip cepii: s YHAKOBOK
fg. Date: i 3
Mfg. Date: | 4512021 . . ExpiryDate: | 4412974
Jata sypobunuTa: JlaTa 3aKiHueHHY TEPMiny DPRAATHOCTE
istration Certificate: Unlimited from:
Pee uwifine nocaiavenng: UA/8051/01/01 Heobmemene 3. 05.03.2021
Name of manufacturer: | Galpha Laboratories Ltd. Unit 1 " LicenseNo.t | piamici105
Halimenysauna supobunxs: | M'anda JIaGoparopis Jita, IOxir 1 Jlinensia Ne:
Location: | Village-Thana (Baddi), Tehsil-Nalagarh, District-Solan, Himachal Pradesh, 173203,
India
Micuesusxomkents: | Bianeax-Txana (bagai), Texcin-Hanarapx, Jictpixr-Conay, Ximauan I[paagew,
173205, Iunia
Conclusion on 'conﬁrmatnon of GMP (-Iertlﬁcnte No.: 059/2020/C-158 dated 07.02.2020
BucHOBOK 00 MiATBepAXeNMHa CePTHIKATY HBIT Na: Bin
Labelling Should correspond to the requirements. Complies
MapKyBaHHE IMoBHHHO BiANOBIAATH RUMOIaM. Binnopizae
Packaging Should correspond to the requirements of MQC. Complies
INaxkysanua TosuxHo BianorinaTh sumoraM MKS. Bignosizac
Analysis results Certificate of analysis No. GB/FP/T/21/212 dated 22/05/2021
PelyasTaTs ananizy CepTudixar ananisy Ne GB/FP/T/21/212 sia 22/05/2021

1 hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
Including packaging/abeling and guality control at the above mentioned site in full compliance with the GMP réquirements
of the local Regulatory Authority and with the specification available in registration dossier. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP.

Llum & 3ac8id4yI0, KO NABEIENT SUILE INPOPMAKIn € DOCINOSIPHON MA MONKAN. L0 cepiro npodyKait byao supotneno
(XKNIONAIONT NAKYSRNHR/MEPKYSANUR) 10 KOHMPON® ¥ axocmi na ssyeasnasenti eupobuusii dasnuyi nposedeno y
noenik elonoaid {3 au GMP, 6cTMaHOLREUNMN MICHEGUM PEYIRMIOP UMM OPIAHOM, 8 MIAKONE €idnoeidno 0o

cnanugicayii, 1o MICMUMACR 8 PEECTPANIAHONY docse. TIpomoKons eupobrRUKMEn, nAKYEAHNS A ARanidié byao
REPeSNAHYNIO MA ECMAHOEAEHO sionosionicme GMP.
Name | Mr. Vivek Kumar
Position of person authorizing the batch release DGM QA
Npissume | Micrep Busek Kymap
Tocasa ocobu, 3Ka BEARIA 103Bin Ha sunyck cepil | 3T/ 3H

Signature of person authorizing the batch release (\ N e V\f
Iignuc ocobu, 1Kka BRAANS A0IBiN HE BUTYCK CeDIl A f\,w N

i,

Da fgn et
te of signature | ;57021 G- o
Jara mixAnacaHH vl SRR
. { e~ E
v Vi
‘ }2 ‘s .“' C"‘ !
L4 o ;
5= ~ ' .‘\ a‘
S s
s -d-’”;:/’

‘Regd. Office : Jagdish Bhavan, Exhibition Road, Patne-800 G01.
Head Office : E-221, Kanakia Zillion, BKC Annexe, Kurla West, Bumbai - 400 070.




CEPTU®IKAT AHAJII3Y

Ceprndikar Ne:

GB/FP/T/21/212

Cropinka 133 |

Ha3Ba npoaykuii:

JOJIOKCEH

Jlixapcebka dopma:

Ta0.1eTKH, BKPHTI IJIIBKOBOK 000J0HKOI0

Cepin Ne:

ET21069

Jdara BnpoOHHUTBA:

05/2021

AaTta 3aKin4eHHH TepMiny
HPHAATHOCTI:

04/2024

Pe3y,hTaTH NMpOBeJeHHS aHANI3Y

Ne
n/n

HHOKA3HUKH
AKOCTI

METO/H

BUMOTH MK KOHTPOJIIO

PE3YJBTATH

Onuc

n. 1 MKA,
Bi3yaJIbHO

Kancynonoai6ni nsoonykni
TabMETKH, BKPUTI NJ1IBKOBOFO
obononkow, 6igoro abo mMarixke
611010 KOILOpY, 3 NHiE0 A5
noainy 3 onHoro 6oky.

Kancynononibti
NBOONYKJ TAONETKH,
BKPHT! NJIBKOBOKO
060n0HKO10, Binoro
KOILOPY, 3 NHICIO JUIs
NOjliNly 3 OAHOIO HOKY.

Onnopingicrs macu

n. 2 MKA4,
BP, App. XIIC

He 6inbule ABOX 1HAMBIOYANLHUX
Mac BIUIXHUNAKTBCH Bl CEPEAHLO!
macH Ha 5 %; xoaHa
IHAWRITya/ibHa Maca He
BIAXMJISETLCS Bl CEPEAHBOT MACH

na 10 %.

Binnosinac

Lnentndikanis:
3.1 Hapayemamon

n. 3.1 MKA,
BP, App. 111 D

Yac yTpuMyBaHHs MKy

[TapaueramMony Ha XpomaTorpami
BanOGOByB&HOI‘O PO3UHHY

fIOBUHCH CniBllaﬂaTH 3 HacoOM
yTpumyBatHsg niky [Tapaueramony
Ha XpoMarorpami cyMiti
CTAHJAPTHOTO PO3UHHY B YMOBAX

nposeneHHs recTy «KinbkicHe
BHU3IHAYEHHSI» .,

Bianosigae

3.2 Juknopenax nampiro

. 3.2 MK3,
BP, App. Il D

Yac yTpHUMYBaHHS NTIKY
AUKTO(EHAK HATPIO Ha
XpOMaTOrpami BUIPOOOBYBAHOTO
PO3YHHY MOBMHEH CNIBNAAATH 3
YacOM yTPHMYBaHHS MIKY
IMKI0gEHaKy HATPIK HA
XpoMaTorpaMi cyMiiui
CTAHJAPTHOrO PO3HMHY B yMOBaX
nporesieHns Tecty «Kinbkiche
BH3HAYEHHS».

Bignogizae

3.3 Memu-
napaziopoxcuberzoam

n. 3.3 MK4,
BP, App. LI D

Yac yrpuMmyBaHHs niky Merun-
napariapoxkcubeHsoary Ha
XpoMarorpami BUnNpoboByBaHOro
PO3YMHY NOBHHEH CMIBMNAaTH 3

4acoM yTPHUMYBaHHsA niky MeTun-
napariapokcubenzoarty Ha
XpoMarorpami cymiui
CTAH/JAPTHOrO PO3UHHY B YMOBAX

Binnosinae
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Ceprndikar Ne:
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Ha3Ba npoaykuii:

JOJIOKCEH

Jlixapcebka dopma:

Ta0.1eTKH, BKPHTI IJIIBKOBOK 000J0HKOI0

Cepin Ne:

ET21069

Jdara BnpoOHHUTBA:

05/2021

AaTta 3aKin4eHHH TepMiny
HPHAATHOCTI:

04/2024

Pe3y,hTaTH NMpOBeJeHHS aHANI3Y

Ne
n/n

HHOKA3HUKH
AKOCTI

METO/H

BUMOTH MK KOHTPOJIIO

PE3YJBTATH

Onuc

n. 1 MKA,
Bi3yaJIbHO

Kancynonoai6ni nsoonykni
TabMETKH, BKPUTI NJ1IBKOBOFO
obononkow, 6igoro abo mMarixke
611010 KOILOpY, 3 NHiE0 A5
noainy 3 onHoro 6oky.

Kancynononibti
NBOONYKJ TAONETKH,
BKPHT! NJIBKOBOKO
060n0HKO10, Binoro
KOILOPY, 3 NHICIO JUIs
NOjliNly 3 OAHOIO HOKY.

Onnopingicrs macu

n. 2 MKA4,
BP, App. XIIC

He 6inbule ABOX 1HAMBIOYANLHUX
Mac BIUIXHUNAKTBCH Bl CEPEAHLO!
macH Ha 5 %; xoaHa
IHAWRITya/ibHa Maca He
BIAXMJISETLCS Bl CEPEAHBOT MACH

na 10 %.

Binnosinac

Lnentndikanis:
3.1 Hapayemamon

n. 3.1 MKA,
BP, App. 111 D

Yac yTpuMyBaHHs MKy

[TapaueramMony Ha XpomaTorpami
BanOGOByB&HOI‘O PO3UHHY

fIOBUHCH CniBllaﬂaTH 3 HacoOM
yTpumyBatHsg niky [Tapaueramony
Ha XpoMarorpami cyMiti
CTAHJAPTHOTO PO3UHHY B YMOBAX

nposeneHHs recTy «KinbkicHe
BHU3IHAYEHHSI» .,

Bianosigae

3.2 Juknopenax nampiro

. 3.2 MK3,
BP, App. Il D

Yac yTpHUMYBaHHS NTIKY
AUKTO(EHAK HATPIO Ha
XpOMaTOrpami BUIPOOOBYBAHOTO
PO3YHHY MOBMHEH CNIBNAAATH 3
YacOM yTPHMYBaHHS MIKY
IMKI0gEHaKy HATPIK HA
XpoMaTorpaMi cyMiiui
CTAHJAPTHOrO PO3HMHY B yMOBaX
nporesieHns Tecty «Kinbkiche
BH3HAYEHHS».

Bignogizae

3.3 Memu-
napaziopoxcuberzoam

n. 3.3 MK4,
BP, App. LI D

Yac yrpuMmyBaHHs niky Merun-
napariapoxkcubeHsoary Ha
XpoMarorpami BUnNpoboByBaHOro
PO3YMHY NOBHHEH CMIBMNAaTH 3

4acoM yTPHUMYBaHHsA niky MeTun-
napariapokcubenzoarty Ha
XpoMarorpami cymiui
CTAH/JAPTHOrO PO3UHHY B YMOBAX

Binnosinae




Cepradixar Ne: | GB/FP/T/21/212

Cropinka 233

nposegenns Tecty «KinbkicHe
BH3HAUCHH»,

3.4 Hponin-
napaziopoxcubenszoam

Yac yrpumysanna niky [Mpomin-
naparizpokcubenzoarty Ha
XpOMATOrpami BUNpoOoBYBaHOrO
pO34HMHY MOBUHEH CNIBMAAATH 3

n. 3.4 MK,
BP, App. I D

4acom yrpumyBsanhs niky [lponin- Bianosizae
napariapokcubensoary Ha
XPOMaTOrpami CyMitlj
CTAHAAPTHOIO PO3UMHY B yMOBAX
nposeaenns Tecty «Kinbkiche
BH3HAUCHHI. o
3.5 Tumany diokcuo BunpobopyBanuii pozuuH n. 3.5 MKs1 . _—
3a0apBIHOETLCS B OPAHKEBO- Bianostaac
N YEPBOHHIT KOJTIp. i
Posznaxanus He 6inkine nix 3a 30 xa. n. 4 MK4, 5 x8. 20 cex
BP, App. XI1A o )
Pozunuennsn He venute Q=75% nuknodenaky | n. 5 MK3, 100 %
HaTpito 3a 60 XB. BP, App. XIIB,
He venwe Q=75% napaueramony | BP, App. 111 D
99 %
3a 60 xB.
Cynposizni gomimxn n. 6 MK4,
A) Hapayemaron: BP, App. Il D
4-aminogpenon He O6tnbiue 0,1 % He Busgsaeno
4-xnopoaueroninia He G6inbuee 0,001 % 0,00025 %
OnuHnYHa Makcumanbua | He Ginbue 0,13 % 0,00055 %
JiomiluIka 4
b) Huraogenax nampiro:
OnuHnyHa makcumanbHa | e Ginbure 0,2 % 0,0175 %
OMIIIKA Huxue Mexi Bu3itadenns
C) Cyma domiwok (A+5) | ne Ginbuie 2.0 % 0018 %
Huxue Mexi BU3HAUEHHS
Oanopianicrs [Tpuiimanbhe uueno (AV)<L1% n. 7 MK4,
A030BAHHX OJHHHUE (s 10 n030BAHUX OANMHUL). BP, App. X1IC
7.1, Hapayemavony [Mpuiimanbhe uncno < L1 % i 4

(PO3PAXYHKOBO-8AC0B UL
MENOO)

KOJIEH IHAUBIZYaNbLHHH BMICT y

MO30BAHIA OJIMHULI NOBUHEH OYTH |

He MeHwum3a (1 - L2 x 0,01) M
ao ne Ginbwmm za (1 +1.2x 0.01)
M.

(g 30 no30BaHUX OAUHML).

(L1 aopisrioe 15,0 Ta 1.2
AopisHoe 25.0).

AV: 4.0
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7.2. Qusnogenaxy

{0oHOpiOHIcmb sMicny)

l'lpf{_‘ﬁr.wgnbne queno (AV) < L}l %

Npuitmanse uncno <L1 % i
JKOJCH {H/IMBI1YaNbHHH BMICT Y
J030BaHI{ ONMHHULI NOBHHEH ByTH
He MeHwnum 3a (1 = L2 x 0.01) M

abo ue GinsmuMm 3a {1 + L2 x 0.01)
M

(s 30 rozoBaHMX OAHHNLUG).
(L1 nopiBnroe 15,0 ta L2
aopisHioe 25,0).

AV: 7.7

8 | KisibkicHe BU3HAYEHHSA:
8.1 Juxnohenar nampito

45,0 Mr - 55,0 Mr Ha onHy

n. 8.1 MKA,
BP, App. II1 D

52,40 mr Ha oIHY

TabneTky TaGneTky
_ (90,0 % - 110,0 %) (104,8 %)
8.1 Haptfuema.uoxl
450,0 mr - 550,0 Mr Ha oaHy 487,56 Mr Ha oany
tabaerky (90,0 % - 110,0 %) TabrneTKy
(97,5 %)
8.2 Mermun- 0,264 mr - 0,396 mMr Ha oany n. 8.2 MKA, 0,31 mr Ha ofiHY
napaziopoxcubensoam Tabaerky (80,0 % - 120,0 %) BP. App. I1II D TabneTky
(93,9 %)
8.2 Ilponia- 0,08 mr - 0,12 Mr na oany 0,09 Mr Ha oaHY
napaziopoxcubenszoam TabaerKy Tabnerky
] (80,0 %-120,0 %) (90,0 %)
9 | Mikpobiosoriuua 3arajgpHe 4Heno aepodHUX n. 9 MK4,
YHCTOTA mikpoopranizmiB (TAMC) ue BP, App. XVIB L
6inbiie 10° KYO/T. . Blingsiiae
3aranbHe YUCo APKIVKOBHX Ta : .
niiceneBux rpubis (TYMC) He Biauas)nae
Ginvwe 10° KYO/r. B .
LanoslLaae

Escherichia coli He pouyckaeTbcs
BIr.

ITocana ocoOH, BIANOBINANLHOI 32 aHAJI3

IpisBuue

Cartusa Hpakam
Crapmmii Menekep K51

Hinonce ocobH, BIANOBIANBHOT 32 aHAIS

Jata nianucannga | 22.05.2021




HAEPXIIKCIIY)XXEBA
AEP)KABHA CJIYKBA 3 JJIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTHKAMH Y XAPKIBCHKIN OBJIACTI

Bys1. I'pomansncbka, 25, M. Xapkis, 61057, ten/dakc (057) 731 50 68,
e-mail: dls.kh@dls.gov.ua, https:/www.dls.gov.ua, Koz €JIPTIOV 36985153

BUCHOBOK
PO IKiCTh BBE3€HOTO B YKpaiHy JikapchKkoro 3acoby
16.07.2021 Ne 4052272172011
JOJIOKCEH

(naliMenyBsartig nikapeskoro 3aco6y 3rixno 3 peCCTpaLifinnM noceinueHHaM)
TabJseTiKH, BKPHTI NIIBKOBOIO 060J10HK010 10 10 TagieTox y Gaicrepi;
1o 10 GaicTepin y kaprouuiii kopobui

(tbopma BHIyCKY, 103yBaHH, BUA NAKyBANHA NIKAPCLKOTO 3aco0y)
Homep peecrpauifinoro nocsinuenns UA/8051/01/01 crpok nii peecTpauifiqoro nocsizuenns 01.01.2099
Cepis nivhpcbkoro sacoby Ne ET21069 Kinbkicts BBe3eHOTO Mikapcskoro sacoby 3924 v,

Bupo6ink Tanga Jla6oparopis JIta. I0wiT 1, Innis

(t1akiMenyBanus BHpoSHYKa JIIKaPCLKOro 3acofy, kpailia NOXo4meiHs)

Baeseno B Yipainy Tosapucrpo 3 o6Mexenoro BiTNoBinaALHICTIO "Konapk Inteamen",
inent. kox: 25182226

(naftmenyBains Ta koA 3a CJ/IPMIOY 0pHarHoT 0cobu afo npiseutite, im's, no 6aTbkoBi Piznyiol
0codu - nianpucmus, Ti Micue NpoxHBaHis Ta peceTpauidiui HoMep 06:ik0BOT KAPTKH NAATHUKA
nojarkis abo cepis Ta HoMep nacnopra)

[poTokon Bisyansuoroe kontpomo ein 15.07.2021 N 782/0/01.21-21/5.

3a  pesymbTaTaMM  EPKABHOIO KOHTPOMIO  BCTAHOBJICHO, W10 JiKapchkuil  3aci6  BBE3CHO B YkpaiHy 3
AOTPHMAHHSM BUMOT 3aKOHONABCTBA LUOJO 336C3NEHEHHS AKOCT] NiKapchkuX 3ac06iB.

Tepewenxo O.C.

(iniviaum ta npizsuie)




JEPACIIKCITY)KEA
AEPIKABHA CITY)KBA 3 JJIKAPCHKHX 3ACOBIB TA KOHTPOJHIO
3A HAPKOTHKAMM Y XAPKIBCHKIA OBJIACTI

Byn. [pomagsnceka, 25, m. Xapkis, 61057, Ten/akc (057) 731 5¢ 68,
e-mail: dls.kh@dls.gov.ua, hitps://www.dls.gov.ua, Kon €JIPIIOY 36985153

BHCHOBOK
npo sKicTh BBe3eHoro B Ykpainy nikapesicoro 3acoGy
16.07.2021 Ne 405247217200
AOJOKCEH

(HalimenyBanns aikapcukoro 3a¢oby 3riano 3 peccrpauitinum MOCBIAYEHHAM)
TabnerkH, BKpUTi I1iBKOBoI0 06010HK01 N0 10 TabaeToK y Gicrepi;
no 10 Gaicrepis y kaprouniit kopobui

(dopma sunyciy, 103yBaHHA, BHA NaKyBaHHA Aikapeekoro 3acoby)
Homep peectpauifinoro noceiauenns UA/8051/01/01 crpox mif peectpanifinoro mocsizuenns 01,.01.2099
Cepin nidhperkoro acoby M ET21071 Kinekicts apesenoro mixapcekoro saco6y 3889 yn.

BupoBunk Fanda JTaboparopis JITa. Owir 1, Innis

(naftMenyBants supoGHuka nikapcukoro sacofy, Kpaika MoxooKeHnR)

Baeaeno 8 Yipaliy ToBapucrno 3 obmexenown BinosizanenicTio " Konapxk Inteamen”,
inenr. won: 25182226

(naktmerysaiina Ta kog 3a CAPTIOV KOpHAKY HOT oco0HK alo npiseniue, iM%, no GaTexobi bizHunol
ocofu - manpuemus, i Micue npokwasHg T8 peectpauidnuit HoMep o6nikoBol kapTku naaTHUXA
noaatkie afo cepis T2 HoMep nacnopra)

Mporokon pisyansnoro xonrponio ein 15.07.2021 M 782/0/01.21-21/7.

338 pesymTatamu  fepikaBHOro KOHTPQUIO  BCTAHORWIEHO, W0 NikapchkKM  3aci6 BeeseHo 3 Yipainy 3
DROTPHMAHHAM BHMOT 33KOHOASBCTBA LUIOAO 33663 MEUSHHA AKOCTI Nikapebknx 3acobie.

W Tepemerko 0.C.

(niaoA) (imidianH Ta npitenLe)

YKPaTs
VANOBig, T4
© L 346%




Village ; Thana,(Baddi), Tehsil : Baddi, Distt. Sofan
{Himachal Pradesh) PIN-173 205

Tel. : 01795-670201,678202 678203
Fax : 01705-§78300

Galpha Laboratories Limited

CERTIFICATE OF BATCH RELEASE
Fageloefl

CEPTU®IKAT mm.zggz cEprIl
te ND.:
lcar N GR/FPII21/117 Crophssa 13 1

“Product pame:
Hassa n "
Pharmaceutical form:
J hER B
Streagth/potency:

Cuas ail/sscrusuicrs:

JAOJOKCEH

DOLOXEN

I Manwfacturing country: | India
Kpaius-supobus: Imain
film-conted tablets

Tabnerxs, sxputi maiskenoio 060IOHKOK
1 tablet contains: Parscetamol 500 mg, Diclofensc Sodium 50 mg

1 rabaeTxa MicTurs: napaueramosy S00 mr, xsno yarpio 50 ur
1D tablets ia a blister; 10 blisters ln a cardboard bex with Ukraiolan and English

Type and skze of
packagisg:

lamguages labeling
o 10 TadneTox y Gaicvepl; mo 10 Galcrepin y xapromuiit xopoGui 3 NRpKYBRMRIM
yxpatucsomw Ta surailichkomw MOSIME

ET21071

Bua 1 poasip
YAIKOBKH?
Batch No.:

Cepin M:
Mfg. Date;

ERLTEA DS/202% Jars saxipaennn TepMiny npHASTROCTL:
Registration Certificate:

e aoemlacmn | AMSSIALTL Uulimited from: | 44 53 302

Heobmexmene 3:
‘Name of manafacturer: | Galpha Laboratories Ltd. Unit 1 License No.:
uxn: | Canda Jab i» iza. 1Ouir 1

Batch Size:
Posmip cepil;
Expiry Date:

qo0p PRl
YRAKOBOR

04/2024

Tliseusis J0: MNB/OS/N9S
Village-Thana (Baddi), Tehsil-Nalsgarh, District-Solan, Himackal Pradesk, 173205,
India

(Banai), Tescit-Hanarapx, Hictplxr-Conan, Xlivatan [panem,

Micnezusnomresun; | Bianexs-Txand
173205, Imnin =
Cenclusion on confirmation of GMP Certificate No.: da
B R s HEBI Ne: 059/2020/C-158 slit 07.02.2020

 Labelling Should co to the requiremenis, Complies

Mapxyssuny TTORMHAQ RIICGBIAATH BEMOTENM. Bianosigae

Packaging Should 1o the requirements of MQC. Complies
| DMnscysamus Tiopumno sianosinary ameorss MKA. Bignosinase

AB results Certificate of n_ul_‘ﬂb Na. GB/FP/T/21/317 datad 22/08/2021

Perymrare apaxhy Ceprudixar snantyy Ja CIFPITHA1217 ln 22/05/2021

lmmaummnwmmnmmndm This batch of product has beex man facired,

inchiding packaging/tabeling and quality control at the ubove mentioned site in [ull compliance with the GMP rements
of the local Regulatory Authorlty and with the specification avallable in registration.dossier, The baich processing, packaging

udmabrmmordsmmlmedadfmdw be in compliance with GMF.
Lok & 3aceiduym, B0 Nasedenn Fuie inpopaauin € JOCMOsipHON M1 MUNHOW, o cepine rpodysadl yao aupolizeno
(onmpnawun SAKYSARNA/MUPRYSON ) MO KOHIMPONS Ii AxoCm] HE SUWERTINGYERIR supobrusid dinsmusi nposedena §
aoenlis sidmosidnocml 3 susocan GMF, SCRIGROSRENIMA MICHESUMN POIYARMOPHUM OPLANOM, a maxoxc sidnoeidne do

mecwwmﬂmu umnlum&dﬂo
NEPEZAANYING M8 SCIRARVEAERD sidnogiduicms GMP,
Name | Mr. Vivek Kumar
Position of person authorizing the batch release | DGM QA
Mpheume | Micrep Busex Kymap
ture of person authorizing the b N -
.‘*': ":‘"
Hateﬁ ﬁ ture 2270512021 ‘.-"'\T" T :}T’:\
' . %1 N 3

e 128

57 Ve ot

o g" / N f\-._., S

: . "\’J* ‘?:!‘T; t 3 ;};f

ot JOKYMENTIA

Padna-500 001.
Kuria West, Mumbst - 400 070.

APl Offics : Jlagdish Bhavan, Exhibition Road,
P Al Office : E-221, Kanakle Ziion, BKC Annexe,

L]




CEPTHOIKAT AHAADBY

Ceptndixar Ne:

GBFP/T21217

Cropinka 133

Haisa npogyknil:

TOJOKCEH

Jlikapenka Gopma;

TabaeTH, BEpUTi INIBKOBOI 000,10HK0I0

Cepis Ne:

ET21071

Jlata BEPODHNMTSAL

05/2021

NpEAATHOCTI:

JiaTa saxinuenns Tepminy

04/2024

Pe3yabTaTH npoBeeRld anaaizy

Ne
o/

MOKA3ZHHKH
AKOCTI

BHMOI'H MKHA

METO/IHA
KOHTPOJIIO

PE3YJIbTATH

1 | Oune

KancynononiGHi Asoonykii
Tabnerky, BKPUTI WTiBKOBOKD
oBonoHkow, Ginoro afo maibke
611010 KOALOPY, 3 NiHIEKD 1t
noniny 3 ogHoro Goky.

n. 1 MKA,

Bi3yaJibHO

Kancyaononitni
asoonykni TadneTxu,
BKPUTi NIIBKOBOIO
oBonoHkoto, Binoro
KOABOPY, 3 NIHICIO A
noainy 3 oasoro Goky.

Onnopin‘iicn. MACH

He Ginblue ABOX iHAHBIAYANbHHX
Mac BUAXMWIRKITBCA B CEPEaHBOT
macy Ha 5 %; xoaHa
iHnHBiIyanbHa Maca He

BiNXUISETHCA BiJl CEPEaHBOT MACK |

na 10 %.

n. 2 MKA,
BP, App. XIIC

Binnoainae

InenTudikanis:
3.1 Hapayemamon

Yac yTpuMYBaHHA MiKY
Tapaneramony Ha XpomaTorpami
BHNpoGOBYBAHOO PO3UHHY
NoBHHEH cIBNafaTH 3 HacomM
yTpuMyBaHH3 nixy [lapauetavony
Ha XpoMaTorpami cymiui
CTAHAAPTHONO PO3UMHY B YMOBAX
npoeeaenns Tecty «KinbkicHe
BUIHAUCHHAY,

n 3.1 MKA,
BP, App. lII D

Bignorigae

3.2 Jurnogenasx nampiio

ac yrpMMYBaHHA Niky
auxaodenak HaTpilo Ha
XPOMATOrpaMi BHIPOOORYBAHOTO
pO34MHY TIOBHHEH CTIBNANATH 3
4ACOM YTPHMYBaHHA NIKY
JMKNOPEHAKY HATPIIO HA
XpoMaTorpami cyMiu
CTAHIAPTHOrC POIHUHY B YMOBAX
nposeaenns tecty «Kinbkicke
BH3HAYEHHAY.

n. 3.2 MK3,
BP, App. lILD

Bignosizac

3.3 Memua-
napazidpoxcubensoam

Yac yrpumysaHHs niky Metun-
naparinpoxcrbensoary Ha
xpomaTorpami sunpcboBysaHore
pO3tHHY NOBHHEH CIIBNALATH 2
YaCOM YTPHMYBaHHKF fiixy Metsii=
napariapoxcibeH30aTy Ha
XpOMATOTpaMi cyMill

)fi.l i)
7' &
H ‘,@f

VA

| A

g\rxﬁjlfaa,::

Binnosinae

CTAHZIAPTHOTO POSYHHY 8 YMOBAS ox

o~

—

i ]
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npomseneHHua recty «Kinsxicwe
BH3HAYCHHAY.
3.4 Ifponin- Yac yrpumyranus niky [ponin- | n. 3.4 MKS,
napaziopoxcubenzonm napariapokcuGen3oary Ha BF, App. 11 D
XpOMAaTOrpaMi BUNpobosyBaHOrO
PO3YHHY NOBHHEH CI1iBIAAATH 3
HacoM YTpUMYBaHH# niky IMponis- Bianosinae
napariapoxenBen3oaty Ha
XpoMaTorpami cymiuti
CTAHAAPTHOrO POIYHHY B YMOBaX
nposeackHs Tecty «KinkkicHe
BMIHAYEHHA.
3.5 Tumany Oioxcud Bunpo6opysaHui posuuH n. 3.5 MKA . .
3a0apBNHOETECH B OPAHKERO- Bignosinae
N YepBOHHH KoJip.
Posnasauns He 6inblue Hixk 3a 30 x&. n. 4 MKH, 5 xB. 12 cex
BP, App. XIIA ’ )
Poiunnenns He menwe Q=75% auxnodenaky ' n. 5 MK, 97 %
HaTpiio 3a 60 xB. " BP, App. XIIB,
He menue Q=75% napauetamony - BP, App. Il D 97 %
0
3a 60 xp.
Cynposinni goMiniku n. 6 MKA,
A) Hapayemamon: BP, App. 11 D
4-aminodeHon He 6inswe 0,1 % He BuaeneHo
4-xnopoaueToHiNia He Ginswe 0,001 % 0,00021 %
Huwicue Mexci BUIHaMEHHA
OauHuyHa MakcuMalbia | e Ginbme 0,13 % 0,00071 %
JAOMillIKa Husme Mexi BUIHEYCHHS
B Huxnogenax nampio:
OnxHnvHa MakcAManabta | He Ginsme Q0,2 % 0,065 %
JIOMiKa -
C) Cyma domiutox (A+E) | we Ginve 2,0 % 0,065 %
Onnopinuicrs MNpuitmanbie uneno (AV) L1 % | n, 7 MKJ,
OO30BAHHX OHHHIL (Jna 10 no3osanux oHAKLE). BP, App. XIIC
7.1. Hapayemasony [Ipuiimanere yneno < L1 % i 4
(PO3paXVHKOB0O-8AZ08UY KOJEH iHaHBI TyanbHHIT BMIiCT ¥
Memod) NO30BaHIN OMMHHL NORMKHEH ByTH
He meHmuM 3a (1 - L2 x 0,01) M AV: 5.7
abo He 6inbwum 3a (1 + L2 x 0.01) T
M.
([Ina 30 no30BaHHX OAMHMLE). _ “:‘; ey
(L1 mopierioe 15,0 ta L2 A .amnufaa,,l
nopiBHioe 25.0). ! S N




Tocana ocobu, pignosinannuoi 3a awanii

Crapurnii Mewenxzep Ki

E Ceprudikar Ne: ] GB/FP/T/21/217 , Cropinke 33 3

7.2. JQuxnoghenaxy MpuiiMansHe uHeno (AV) <L1 %

Hampio (JIna 10 n030BaHHX OAHHHLD).

(odwnapionicmb emicmy) MpuiiManere wmeno < L1 % i
WOIeH iHAWBIAYANbHUHA BMICT ¥
AOI0EAHIR OOMHHLI noBHHEH GyTH
He menmpsm 32 (1 -L2x0.01) M AV:73
abo He Ginbmmm 3a (| + L2 x0.01)
M.
(JTna 30 1030BAHKX OIHHHLD),
(L1 gopismioe 15,0 a L2
popieHioe 25,0).

8 | Kirpkicne BH3HAYEHHA? n. 8.1 MKJ],

8.1 Juxnopenax xampire | 45,0 ur - 55,0 ur Ha ogHy BP, App. 11 D 48.53 mr Ha onHY
TabneTiy Tafnerky
(90,0 % - 110,0 %) (97,1 %)

8.1 Hapkyemamon
450,0 mr - 550,0 mr Ha oany 523,26 Mr Ha OBHY
Tabnetxy (90,0 % - 110,0 %) TabneTky

(104,7 %)
8.2 Memua- 0,264 mr - 0,396 M Ha oany n 82 MKA, 0,32 Mr Ha oaHy
napaziopokcubersoam tabnerky (80.0 % - 120,0 %) BP, App. lIL D TabneTKy
(97,0 %)

8.2 Iponin- 0,08 mr - 0,12 mr Ha oany 0,10 mr Ha ommey

napaziopoxcubertzoam Tabnerky TabNETKY
(80,0 %-120,0 %) (100,0 %)

9 | MikpoGioaorisna 3aransHe YHCIO aepobHHUX n. 9 MK,

HETOTA mikpooprasxiamis (TAMC) we BP, App. XVIB B e
Ginswe 10° KYO/r. B
3aransHe 4Mcno api aBMX Ta : ;
MhiceHeBHx rpnﬁl:z (:'K'l"“‘.(’K MC) ne Brosise
Ginbiwe 10° KYO/. Bi .
Escherichia coli ue ponyckaeThea RATRNISS,
Blr.

Mpizsame | Carua Mpakam

IMianue ocobm, BiaNOBIAANEHOT 32 ANAMI3

Jara nianucanny | 22.05.20621

[
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JEPXJIKCIIYXKBA
JEPKABHA CJIYIKBA 3 JIKAPCbKHX 3ACOBIB TA KOHTPO.IIO
3A HAPKOTUKAMM Y XAPKIBCHKIN OBJIACTI

By, I'poMansHceka, 25, M. Xapkis, 61057, ten/dakc (057) 731 50 68
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kog € IPTIOY 36985153

. BHUCHOBOK
Npo AKICTb BBE3€HOI0 B Y KpaiHy JikapcbKoro 3aco0y

27.09.2021 Ne 55995/21/20

JOJIOKCEH

(ualtMenysanig niKapcsKoro 3acoby 3riiHo 3 peccTpauifHiM Noceia4esaM)
TabaeTku, BKPHTI MIIiBKOBOI0 060/10KK010 0 10 Tabaerok y Gaicrepi; no 10 6aicrepis y
KapTOHHIH kopoOui

(hopma BHITyCKY, 103yBaHHA, BUI NAKYBAHHS NiKapchkoro 3acoby)

Homep peecTpaLifiHOro NOCBiMEHHS UA/8051/01/01 cTpok aii peectpauiiisoro noceinuenns 01.01.2099

Cepis nik#bcbroro 3acoby Ne ET21084 KinbkicTs Bae3eHoro nikapeskoro 3acoby 3870 ym.
BupoGHuk ["anda Jlaboparopis Jlta. IOwiT 1, Iaxis
(naiiMertyBaHus BUpobGHHUKa fikapchbkoro 3acoby, KpaiHa MOXOMKEHHS)
Beesero B Ykpainy Tosapucteo 3 o6mexeno1o BianosinanbhicTio "Konapk Inteamen”,
inenT. xon: 25182226

(nafimenyBaniis Ta koa 3a CIPTIOY wprauntnoi ocobu abo npispuile, iM's, no Garekosi ¢isuurol
ocobu - nianpremus, ii Micue NpoxuBanHa Ta peectpauifuni Homep 06AiKOBOT KAPTKK NAATHHKA
nosarkis abo cepis Ta HoMep nacnopTa)

TpoTokon BisyankHore koutposto sia 16.09.2021 M 1024/0/01.21-21/2,
Jla6opaTopHuit aHani3 akocTi Nikapebkoro 3acoby 3aiAcHeHHH:

JlepxaBHa HayKOBO-AOCHiAHA TaGopaTopist 3 KOHTPOIIO AKOCTI Nikapchkux 3acobie JlepxaBHoT
ycTaHoBH "THCTHTYT rpoMacekoro 3a0pos's iM. O.M. Mapseesa HAMH Vkpainan" (M.Kuis,
Bya.Ilonyapenka 50)

(naHMeHyBanHg Ta Micuesiaxoaxkents nadopatopii. wo nposesa 1abopaTopliuit aHati3 akocTi)

BHCHOBOK L(OA0 AKOCTI Jikapeskoro 3acoly, Buaanui nabopatopieio Bia 23.09.2021 Ne 2102

PesynbTaTH NaGopaTOPHOro aHanisy AKOCTI JlikapchKoro 3acoby 3a NeperipeHMMH NokasHiukaMi BLATIOBIAAOTH
BAMOraM METOMIB KOHTPOMO AKOCTI (2aHANITHYHO-HOPMATHBHOT JOKyMEHTaLT).

3a  pesynbTaTaMKB AEPKABHOTO KOHTPOMIO BCTAaHOBJEHO, Lo Jikapcbkuit 3aci6 BReleHo B VYkpainy 3

AOTPHMAHHSAM Bumor 33 a 1L0JI0 3a0e3neHeHHs AKOCTI likapchkuX 3acobis.

/ yK PA ’H N T T NA
- Q\RNOBiga, 4 OOPOKHA U L 1Vi.
- ...eo.“ "?/',8....
’ Y

3acTynmHRK Havasn

(nocazosa ocoba o) jaTH Ta Npi3BiLe)




CEPTU®IKAT AHAJII3Y

Ceprudixar Ne:

GB/FP/T/21/365

Cropinka 133

Ha3zBa npoaykiii:

JOJOKCEH

Jikapcoka opma:

rabeTkn, BKPHTI MJ1iIBKOBOIO 06010HK0I0

Cepia Ne:

ET21084

Jarta BEpoOHHKTBA;

0772021

APHAATHOCTI:

JaTa 3aKkiHueHHA TepMiny

06/2024

Peay/ibTaTH NpOBEIeHHS aHATI3Y

MMOKA3HHKH
AKOCTI

BAMOTI'U MK

METOM
KOHTPOJIO

PE3VJBTATH

Onuc

KancynonoaiGsi asoomnykni
TabneTkH, BKPUTI MTiBKOBOIO
060JIOHKOIW, Ginoro abo Maixe
6in0ro KOALOPY, 3 NIHIEK AN
noginy 3 ofHoro 6oky.

n. 1 MKA,
Bi3ya/IbHO

Kancynonoai6hi
NBOOMYKJ TA0NETKH,
BKPHTI MJiBKOBOIO
060n0HKO10, Binoro
KONBOPY, 3 NII€I0 A
noiny 3 oaHoro 6oky.

Opuopingicts MacH

He Ginblue ABOX iHAMBIAYAIBHHX
Mac BiZXMIRIOTHCR Bifl CEpentiboi
macH Ha 5 %; wonxHa
inauBidyanbHa Maca He
BiAXMAAETLCA Bif CEPelHBOI MACH
Ha 10 %.

n. 2 MK4,
BP, App. XI1IC

Bianosinae

InenTndixanis:
3.1 Napayemamon

Yac yTpuMyBaiHa riky
MapaueTamony Ha XpoMaTorpami
BUNpPOGOBYBAHOTO PO3YHHY
MOBHHEH CNiBOANATH 3 HaCOM
yTpumyBanns nixy Ilapaueramony
Ha XpOMaTorpami cymitui
CTaHAAPTHOTO PO3YHHY B yMOBAX
nposeacHHus TecTy «Kinbkicre
BU3HAUCHHAY.

n. 3.1 MKA,
BP, App. lII D

Bianosinae

3.2 Jurnopenax nampiro

Yac yTpyMYBaHHS MKy
JNKJ0(heHaK HATPIIo Ha
xpomarorpami BMnpo6oByBaHoro
pO3UMHY MOBHHEH CMIBMANATH 3
YacoM YTPUMYBAHHS MKy
IuKJIoheHaKy HaTpito Ha
xpomarorpami cyMitui
CTaHAaPTHOrO pO3HHHY B YMOBaxX
nposeaeHua TecTy «Kinbkicue
BU3HAYEHHAY.

n. 3.2 MKHA,
BP, App. I D

Binnosiaac

3.3 Memun-
napaziopoxcubenszoam

Yac yTpuMyBaHHs niky MeTu1-
napariapokcnbeHsoaTy Ha
XpoMmarorpami BUNIpo6OBYBaHOTO
PO34HHY MOBHMHEH CITIBNANATH 3

HacoM yTPHMYBaHHA MKy Mem;l :
naparmpoxcn6eu30a"ry,na e nnenap

P

Xpomarorpami cymuu}r

n. 3.3 MKA,
BP, App. lII D

Rinnosigae

CTAHAAPTHOTO posquﬂy B fmosax
.‘, q ﬂq
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nposegenus Tecty «KinbkicHe
BM3HAUEHHAN,

3.4 IIponin- Yac yrpuMyBanHs niky [Mponin- n. 3.4 MKJ, !
napaziopokcubenioam napariapokcubeH3oaTy Ha BP, App. 11 D
xpomaTtorpami sunpoGoByBsaHoro
pO34HHY TOBHUHEH CliBNafaTH 3
yacoM yTpumyBsauHs niky Iponii- Bianosinae
napariapoxcubensoary Ha
XpOMATOrpami cyMilti
CTAHIAPTHOTO PO3UMHY B YMOBAaX
nposeaeHHa TecTy «KinbkicHe
BH3HAYEHHAY.
3.5 Tumany dioxcud BunpoGoBysanuit po3umH n. 3.5 MKA . ;
3a6apBNIOCTBCS B OPAHKEBO- Binrosiac
¢ uepBOHUH Koip.
Pojnanauns He Giaslue Hix 3a 30 x8. n. 4 MK4, 5 %5, T3 GER
BP, App. XIIA ) '
Pozannedus He meriwe Q=75% aukaodeHaky | n.5 MKJ, 97 %
Hatpito 3a 60 xB. BP, App. XIIB,
He menie Q=75% napaueramony | BP, App. 11l D
99 %
3a 60 xB.
Cynposiani JoMimxu n. 6 MKA,
A) Hapayemamon: BP, App. 111 D
4-aminodeHosn e Ginbie 0,1 % He BHABNECHO
4-XNOpOALETOHIMIA ne Sinviue 0,001 % He BuaBneHo
OauH{YHA MakcumanbHa | He Ginbie 0,13 % . 0,006 %
JqoMilIKa
b) Auriogenarx nampir:
OpauHKUHA MaKcuMaibHa | He Ginbiue 0,2 % 0,094 %
JOMiLLIKa
C) Cyama domiwox (4+E) | ne Oinbwe 2,0 % 0,100 %
OnHopiaHicTL MpuiimanbHie yncio (AV) <Ll % | n. 7 MKA,
4030BAHNX OAHHHIb (JIng 10 1030BaHUX OAHHHLU). BP, App. XIIC
7.1. apayemamony Mpuitmanbhe uncno < L1 % i 4
(PO3pAXyHKOG0-6A206UY )KO/EH IHAMBIAYyabHHUIl BMICT Yy
Memoo) J{O30BaHiil OAHMHMLI NMOBUHEH OyTH
He veHwum 3a (1 - L2x 0,01) M AV: 2.4

M

(L1 popisntoe 15,0TalL2

popisHioe 25.0).

a6o e 6inbwmv 3a (1 +L2x 0.01)|
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7.2. Quxnogpenary
Hampio
(oOnopioHicmy emicmy)

[puitmansHe uncao (AV) < L1 %
(s 10 g030BaHMX OAMHHLB).
puitmanshe uneno < L1 % i
JKOfIEH IHAMBIAYAIbHUH BMICT Y
JI030BaHii OZAHHHUI TIOBUHEH OYTH
ne MeHuM 3a (1 —L2x 0.01) M
abo He 6insunM 3a (1 + L2 x 0.01)
M.

(Jlna 30 2030BaHKX OJUHHMLIb).

(L1 nopisnioe 15,0 Ta L2
nopisHioe 25,0).

AV:6,7

Kinbkicne BHIHAYEHHH!
8.1 uxnoenax nampiw

45,0 mr - 55,0 Mr Ha oaRY

n. 8.1 MKA,

49,68 mr Ha ofHY

Tabnerky BP, App. lII D Tabnerky
(90,0 % - 110,0 %) (99.4 %)
¢
8.1 Hapayemamon 450,0 mr - 550,0 Mr Ha oaHy 502,98 mMr Ha ofHy
Tabnerxy (90,0 % - 110,0 %) TabneTKy
(100,6 %)
8.2 Memu.i- 0,264 mr - 0,396 Mr Ha OAHY n. 8.2 MKA, 0,31 Mr" Ha oaHy
napaziopoxcubenioam tabnerxy (80,0 % - 120,0 %) BP, App. 11 D TabneTxky
(93,9 %)
8.2 Ilponin- 0,08 mr - 0,12 Mr Ha caHy 0,10 mr Ha ofHY
napaziopoxcubenioam tabneTky TabneTKy
(80,0 %-120,0 %) (100,0 %)
Mikpobionorisna 3arasibHe 4uc10 aepobumx n. 9 MKA,
YHCTOTA mikpooprasizmie (TAMC) He BP, App. XVIB : .
GinbLue 10° KYO/r. BiAxidsiERe
3arasisHe Y4HC10 APIKIKOBHX Ta ; y
nnicenesux rpubis (TYMC) ne Binnostnac
Ginbie 102KYO/r. Bi .
innosinac

Escherichia coli ve 1onyckaeThes
Blr.

Ilocaaa ocofH, BiANOBIAAILHOI 32 aHAMI3

IIpizBrme

Carus [Ipaxam
Crapmuii Menenxep K5

[Iianxnc ocofu, BiAnoBinaibLHOI 3a anaTi3

Jlara nianucanusa | 31.07.2021




JEPXJIIKCIIYXBbA
JEPKABHA CJYXKBA 3 JIKAPCbKNX 3ACOBIB TA KOHTPOJIIO
3A HAPKOTUKAMH Y XAPKIBCBKIN OBJIACTI

ByJ1. Tpomanshceka, 25, M. Xapkis, 61057, ren/pakc (057) 73150 68
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kog €JIPTIOY 36985153

BUCHOBOK
Npo AKICTL BBE3eHOro B Y Kpainy JikapebKoro 3acody

27.09.2021 Ne 55995/21/20

JOJOKCEH

(1altmentysaliig nikapcbkoro 3acofy ariaxo 3 peccTpauifHiUM MocsiaveiiaM)
TabaeTKH, BRPUTI MIiBKOBOI0 060/i0HK010 B0 10 Tabaerox y GaicTepi; no 10 6aicrepis y
KapTouHii kopobui

(opva BHITyCKY, A03YBAHHA, BUI IaKyBaKHs Nikapcbkoro 3acoby)
Homep peectpatifinoro nocaimuenna UA/B051/01/01 ctpok aii peecTpauiiioro noceinyens 01.01.2099
Cepis nix@bcbroro 3acosy Ne ET21084 KinbKkicTb BBE3EHOTO Nikapcskoro 3acoby 3870 ym.

BupoGHUK [anda Jlaboparopiz Jira. FOHiT 1, Iumig

(nariMenyBanua BupobHika nikapebkoro 3acofy, kpaiHa TOXODKEHHA)

Bee3seHo B Ykpainy ToBapHcTBO 3 06MeKEHOI0 BIANOBIAAIbLHICTIO "Konapk InTeamen’,
inenT. kon: 25182226

(nafimettyBaniis Ta koa 3a C/IPTIOY topnanuuoi ocobu abo npisBuLLe, iM's, o 6aTbKoBi BisHutol
0coBH - MiANPHEMLA, T MiCUE TIPOXUBAHHA Ta PeECTPALiHKUA HOMED 06AiKOBOT KAPTKH NAATHHKA
noiatkis abo cepis Ta HOMeEp nacnopra)

TipoTokoA BisyanasHoro koutpoaio sia 16.09.2021 Ne 1024/0/01.21-21/2.
Jla6opatopuuii aHanis AKOCTi NiKapebkoro 3aco0y 3aiACHEHHA:

JlepxaBHa HayKoBO-OCiiHa 1abopaTopis 3 KOHTPOMO AKOCTI TlikapchKUX 3aco0iB JlepxaBHoOT
ycTaHOBH "[HCTHTYT IPOMA/ICBKOrO 3710POB'S iM. 0.M. Mapaeesa HAMH Vkpainn" (M.Kuis,
sy..ITonyapenka 50)

(naitmeryBalina Ta Micuesiaxoakens nabopatopii. wo nposena na6opaToplinti ananiy AKocTi)

BHCHOBOK L1010 AKOGTI JIiKapehKoro 3acoby. Buanwii naGopatopieio sin 23.09.2021 Ne 2102

Pe3ybTaTv NaGopaTOPHOro aHanisy AKOCTI Jlikapebkoro 3acoby 3a nepeBipeHUMH NOKAZHKUKAMH BiaANoBig310THL
BHMOrAM METONIB KOHTPOJO AKOCTI (aHANITHMHO-HOPMATUBHOT JOKyMeHTaLii).

3a pesyibTaramu NCPKABHONG  KOHTPOJIIO  BCTAHOBJIEHO, IO nixapchkMi  3aci6  BeeseHo B Ykpairy 3
AOTPHMAHHAM BuMmor 33

a W00 3a6e3rneyeHHs AKOCTI Nikapchkux 3acabis.
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: Village : Thana,(Baddi), Tehsil : Baddi, Dist. Solan
S (Himachal Pradesh) PIN-173 205
- Tel. 1 01795-678201,678202,678203

Fax : 01795-678200

“ — ,
Intertek Golpha Laborafories Limited

180 9001 : 2015
180 : 14001 :2015

Corties: Company CERTIFICATE OF BATCH RELEASE
CEPTH®IKAT BHIYCKY CEPIT

i ' Certificate No.: | ... - Page 1 of 1
Ceprudirar Ne: GRIFPAIRAS Cropinka 11 1

Product name: | DOLOXEN Manufacturing country: | India

Hassa npojyvicuiiz | JOJTOKCER Kpatus-supobunr: | Inais

Ibarmacentical form: | film-coated tablets
Jlksapenka popaar | madaerky, srputi 01iBKOBOIG 660A0HKOI0
Streagth/potency: | 1 tablet contalns: Paracetamol 500 mg, Diclofenac Sodium 50 mg
Chas sivagrypnicrn: | 1 rabaceria vicrires: mapanerasoay 500 vr, muenopenary uarpin 50 mr
Type and size of | 10 tablets in a blister; 10 blisters in a cardboard box with Ukrainian and English
pacikaging: | langnages tabeling
Buai poswmip | ao 10 rabacerow y Gaicrepi; no 10 Saicrepin y xapronuiii kopoGui 3 Maprysaiism

: YRPATHCHROM T2 2UTICH KO0 MOBAM '

VIDKOBK: ¢

Bateh No.: ET22090

Batch Size: 4000 packs

Cepin Ne: Poimip cepil: VIKGROR
Mfa. Date: : Expiry Date:
. Ug. Date: | 160000 Expiry Date: | g 5454
AaTa supobmairsa: | Tlpnaaruuii 08 o
Registration Certificate: | P Unlimited from:
S ; i UA/SO3L/01/01 pe 5.03.2021
Peecrpanifitie noesizuenns; | u Heobyeswesse 3; .
Manufacturer name: | Galpha Laboratories Ltd. Unit § i Licease No.: ; PR
. Manufacture Dn e | Galph; it t ,[f Un ] ‘ icense No MNBAS195
Haiiveuysanng supodiunra: | Dagda JaGaparopiz Jra. 10nir | ] Jiuensis No:

Loeation: { Village-Thana (Baddi), Tehsil-Nalagarh, District-Sotar, Himachal Pradesh, 173203, India

Micuesnayonr | Biaaes-Txana (Basai), Texcin-Hazarapy, Hicrpinr-Cosran, Xisanas [patcus, 1732085,
enmst: | Inais

‘onclasion on confirmation of GMP Certificate No.: | ! dated ‘ ‘
; . Cooclusion on confirmation o Centificate N 136/2022/C-287 | Y8 17.02.2022
- Buenosok oo nitreepioreitng ceptadixary HBIT No: ' Big
Labeling Should correspond to the reguirements. Complies
! Mapysaiun NoaKHHO sianesiaaTy BuMoram. ‘ Bianosizae
i Packaging i Should correspond to the requirements of MQC. i Complies
Naxysanis [losnuno stanosigary sHMoras MKS, Biznosiae
Analysis results Certificatc of annlysis No.t + . dated
ry—— : T ~  GB/FP/T/22/645 : 01.11.2022
Pesyabrwrin awaaisy Ceprudikar anaaby N: | Bij

Lhereby certify that the above information iy wuthentic and accurate. This bateh of product has been
manufuctured, including puckaging/abeling and quality control af the above mentioned site int SJull compliance
with the GMP requirements of the local Regulatory Authority and with the specification available in reglstration
dossier. The batch processing, packaging and analysis records were reviewed usd Jound to be in compliance with
' GMP,
Luw & sacelouyio, uo nasedend srue indopmain ¢ docmoeipnow mi moynow. Lo cepito npodyvruit dyao
supoGIIto (GrcoaIoT HARYSUIIAUPKY QALY 1 ROImpoity IF REOCE na siesasnauentii aupodnuuii
Qlavinyt posedeno y nosuiil slonosiduocmi s susozam GMP, scmanoaieu sy MiCHean s peyInmopHum
OPEIOM, @ MAKONC RIQHOFICHA 00 CRERUPIRAKIT, 40 St0CMUNICR. B pecempayinnony docve. Lpomornau
BEPOTHU NG, BAKVGUARHA 1 QLTSI BYA0 Nepes IRy mo ma (Cmunos1eno sidnogionicms GMP,
i Name | Dharmendra Kumar Ray
Positiun ot person authorizing the batch release Manager QA
{ Npizsmuye Axapmesapa Kysup Paii
i Iocaza ocobu, sixa Bujaan 10361 wa wayck cepit Meneakep Bigiay 351
i

7

(,. o
[O-1i =2

Regd. Office : Jagdish Bhavan, Exhibition Road, Patna-800 001,
ead Office : €-221, Kanakia Zillion, BKC Annexe, Kurfa West, Mumbai - 400 070.



CEPTHQOIKAT AHAJII3Y

Cep’rnq)iﬁ‘.ﬁ Ne:

GB/FP/T/22/645

Cropinra 133

Hasna upouyruiis

AOJOKCEH

Jlivapebka gopya:

Talaerky, BKPHTI NIIBKOROKW 06010HK0I0

Ccepin Ne:

ET22090

Hara supodnunTra:

10/2022

Jara zakinyenns Tepm
NPHAATHOCTI:

iny

0972025

PezynnTaTH NpoBeIeHHn anasizy

3 N!
n/u

JTOKAZHHKHN

BUMOI'H MK

METOAM
KOHTPO.TIO

PEIYJbTATH

SIKOCTI

Onuc

Kancynonouibni qpoomykni

- TaGNCTKM, BKPUTI IUIIBKOBOIO

- 0b0:10HKO10, 6inoTo abo Maiixe
. 01010 KOTLOPY, 3 JIIHIEK Lis

! TI0AIAY 3 ORHOI'0 GOKY.

1. 1 MK,
BiZyANBLIIO

Kancynonoaitui iasoonyx
TalIeTKH, RKPUTI
NiBKOBOIO 080 TOHKOKO,
6ioro xo:1Lopy, 3 TiHi€K0
ZUTA OALTY 3 01HOro HOKY.

Onnopinnicre Macu

He 6ube asox naMBinyaTsHEX
MAC BLIXMIISKOTBECS Bil CCPCAHLOT
macu Ha S %, KogHa
HKBIAYa/IbHA MACA 11e
BLAXHJISETHCS Bil CEpeanbol Macu
Ha 10 %.

n. 2 MKJL,
BP, App.
XIiC

Binnoriaae

|
|

InenTR}piramin:
3.1 Hapauemuarton

Hac yTpUMYyBaHHS miKy
MNapaueTramony Ha xpomarorpami
BIIPOSORYBAHOINO POIMUHY
NOBWHEH CTIBNAZATH 3 HACOM
yTpumyBaiiig niky [Tapaneramony
Ha XpomaTtorpami cymiwn
CTAHIAPTHOTO PO3YHHY B YMOBAX |
npoeezenng recty «linbkicHe
BU3HAYEITIIN.

m. 3.1 MK,
BP, App. Il
D

Bianosinac

!
!

!
|
|

3.2 Huxaodenar nampio

Yac yTpUMYRAHHS NiKY
Jmknohenak Hatpiio 1a
Xpomarorpami BUNPOSOBYBaHOroO
PO3YMHY NORWHEH CITiBNIAJATH 3
4ACOM YTPHMYBAHHS [TiKY
AuiodeHaKy HaTpilo Ha
XpoMaTOrpami cyminri
CTALAUPTHOIO PO3YHHY B ¥MOBAX
iiposeenHs Tecty «KinbkicHe
BU3IHAUEHHA.

i n. 3.2 MK,
BP, App. 111
D

Bignosigae

3.3 Memua-
napazioporeniensoam

Yac yrpumMynasnis iriky MeTi-
napariipokcHdeH30aTy Ha
XPOMaTorpami RUUPOGOBYBAHOTO
PO3UMHY NIOBMLEN CIIiBAATATH 3
YACOM YTPUMYBAHHA Diky Merun-
naparigpokcubensoary Ha
XpoMaTorpami cymitri
CTAlIaPTHONO PO3YHHY B YMOBAX
npoee;ieHAT TecTy «Kinbkicue
BHIHAYEHHS.

1, 3.3 MK,
BP, App. Il
D

ittty
/vs'«lPA

GAI08BIg
&

" Bianmoeigac




Ceprudixar Ne: | GB/FP/T/22/645

Cropiuka 233 1

) Hapaemanoi:

I 4-aminoteHon

| Oymnruana MakcuManbHa

noMimka

b) Hurroghenar nampir:
| OnuHHYINA MAKCHMANbHA

g JOoMitkKa

- C) Cyma domiuwok (A+F)

4-xuopoanerorini;

e 6iteie 0,1 %

He GLibwe 0,001 %

ne Gimne 0,13 %

He 6ixeme 0,2 %

He Giee 2,0 %

BP, App. I
D

3.4 Mponia- HYac yrpumysanus niky [pomin- | m. 3.4 MK4,
napaziopoxcubenzoam napariapoKcudeH30aTy Ha BP, App. 111
XpoMATOrpaMi sunpodosysasoro | 1)
PO3UHHY TIOBHMHCH CILBLAJNATY 3
HacoM YTPHMYBaHRs niky [lpormis- Biatfosigae
napariapokchdensoary Ha
Xpomarorpami cymini
CTalAAPTIIONO PO3UMHY B YMOBAX
npoBelieHHs recty «KinmbKicHe
RH3HAYCHHAY.
3.5 Tumany diokcuo BuirpoGosysarmii po3aux n. 3.5 MK .
3a0apBIIOETHCA B OPAHIKEBO- '
YEPROHUH KOIP.
4 | Posnazanus ke Ginbe Hiv 3a 30 x. n. 4 MK#,
BP, App. 05 xB. 40 cek.
_ ' XA
S | PozanncHus e menwe Q=75% nnknogpenaky | n. 5 MKSI, 99 %
' HaTpiro 3a 60 xa. BP, App. 770
He meHwc Q=75% napaueramony | XIIB, BP, 98 %
| 0
; . 34 60 xs, App. UL D
6 | Cyupompiani fovimkm i 6 MK,

He Buss:eno

Tle sussneno

0,005 %

0,055 %

0,060 %

~}

" OuuopianicTs  Mpuitmaie sncao (AV)<L1 % | n. 7 MKH,
J030BARMX QBN LUb (Jlns 10 nozoeasuX oquHMILh). BP, App.
¢+ 7.1, Hapayemanoay lputimaneHe uncaro S L1 Y% i XI1IC 4 i

{ JKOJIEH iHANBITYANLIMA RMICT Y !
A030BaNiH OAUHUIL HOBHHEH BYTH |
we memwnm 3a (1 - 1.2x 0,01) M
abo ne Oinpmum 2a (1 + L2 x 0.01)
M.

(JTa 30 nosopanux ogunuue).

(L1 nopisinoe 15,0 ta L2
nopisiioc 25.0).

i (pospaxyuxoso-sacoeuit
1 Memod)




_ Ceprugixar Ne: | GB/FP/T/22/645

I Cropinka 313

7.2. Hurknoenary
HamMpio
(0OHopiOHicms sxicmy)

M.
© (JUist 30 ;1030BAHUX OJWHULIB).

[Ipuiimansue uneno (AV) <11 % !
(JUist 10 jl030RaHUX OJMHUIL).
lpufimaibhe uncno <L) % |
KOACH THAMBIAYAILHAN BMICTY |
TI030BaHIT 0IWANLIE NOBHHEH OyTH
He MeHIMM 32 (1 - L2 x 0.01) M

ado He 6iablikm 3a (1 + 1.2 x 0.01)

(L1 gopisuroe 15,0 Ta L2
Jopisnioe 25,0).

AV:73

8 | KumkicHe BusHavcHus:

t 8.1 Juraogdienax nampiro | 45,0 Mr - 55,0 Mr na oauy n. 8.1 MK#, {4927 wr na oxHy ranerky
; TAONETKY BP, App. Il (98,5 %)
: (90,0 % - 110,0 %) D
8.1 Mapayemanon 450,0 mr - 550,0 mr Ha oaHy 501,73 mr Ha ogny Tabnerky
rabuerky (90,0 % - 110,0 %) (100,3 %)
|
| 8.2 Memua- 0,264 mr - 0,396 M1 Ha oany n. 8.2 MKA, | 0.300 Mr va onwHy Tabnerxy
napaziopoxcuienzoam rabnerky (80,0 % - 120,0 %) BP, App. Il (90,9 %)
D
8.2 Hpownia- 0,08 Mr - 0,12 mr Ha oaHy 0,09 Mr na oany Tadnetky
napaziopoxcubenzoam Ta671cTKY (80,0 %-120,0 %) (90,0 %)
9 | Mikpobiosoriuna . 3aramnHe THCI0 aepOGHMX m 9 MKS, ‘
YHCTOTA mixpoopratismis (TAMC) se RP, App. . _
oinmne 10° KYO/r, XviB Bizuioniae

BarajnsHe UHCIO APUKIPKORHX Ta
nicenernx rpubin (TYMC) ue
Sinbwe 10°KYO/r,

Escherichia coli ne pouyckaernes
BRI

Biniosinae

Bianoeigae

TMocaaa ocobn, BiuoBizaMLHOl 34 aHATIZ

WUpizsunge

Carusa Ipakaw Cunrx
Crapumit Menenx:xep K5I

TTime ocofin, BIANOBIANLUOL 34 ana.1i3

01.11.2022

Jara uijgnucanng
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/KJI]KCJIY)KBA
JEPXKABHA CJI‘.V}"‘RA lelKAPCbKI/IX 3ACOFBIB TA KOHTPOJI!O
3A HAPKP"‘HKAMI/I V XAPKIBCBKI# OBJACTI

Bya. T nauansmcsxa 25, m. Xapkis, 61057, Ten/dake (057) 731 50 68, -
e-mail: dis.kh@dls.gov.ua, https://www.dls.gov.ua, Kon €IPTIOV 36985153 N

BUCHOBOK |
po AKicrb BBE3eHOro B YKpamy mxapcsxoro 3ac06y

11.03.2023 . | .N's11206/23/20

JTOJIOKCEH

3 « (afiMedyRANHS NIKAPCLKOTO 32C06Y IAHO 3 PECCTPRAUINHIHM. FIOCBIAMCHAIM) - « sxonisr viics viow. e
- TabaeTkw, m\prm INiBKOROK o6oneHKot0, o 10 Taberox y Guicrepi; no l(l Gmcrepm y
KapTon#ili Kopobui

(opua Bunycky, 103yBaHKA, BUD NakyBaHHR MNKapCbKOTo 3ucoby)
. : { ,
Homep peectpauifitoro nocaiaienHs, UA/805 1/01/01 crpo nit peecrpauifinoro nocsinvenus 01.01.2099

Cepis mkupcucoro 3ac06y Ne ETZ"ISO .vv - . KinekicTs BBe3eHOTO nikapeskoro 3acofy 3846 ym.

% = S ey i N

A .
A B % o e

BUpooH s I‘a.nq;a IIaGOpa'ropls T, FOHit, I Inmn e
S E (uaﬁmcnynwun nupoﬁunxamxapc:.koro 38co0y, kpalia noxomxvauu)

Beeseno p Vipaly . . Tosapuc'mo 3 0BMexeHOI0 nianoniaaubmcno "Koaapu Inrenmen’,
inen, wox: 25182226

(nalimerysania Ta koA 38 CAPIIOY topwanunol ocobu 860 npiseutie, ivw'a, no Barskoni Bisuunol
0c0Gu - nianpuemus, Il MiCuc MPO%HBAHNS T8 PrecTpaUIRIHI HOMCP 06AIKOROT RapTkK NaTHKKA
' nonamn a0 cepis Ta HoMep nacnopTa)

IMporokon Bi:syanshoro KOHTPOAIO nin 21 02 2023 M 13210/01 21-23/1
"Jlaﬁopampuuﬁ aHani3 akocTi NiKapcEKOTO 3acoby 3MiltcHeHKH:

HepxasHa HaykoRo-mocniana naGoparopis 3 KOHTPOJIO- AKOCTI JIiXapchkux 3acobis Jlepxxarnol
YCTaHOBH "JHCTHTYT FPOMANCLLOrO 340POB'S iM. O.M: Mapsecna HAMH Yxpamn" (M Kris,
ByLITomynpesnxa 50) 5 . v

(RaliMCHYBBHHR T8 MiCUCTHAXOAKSHHA na60pa1'opn. we nponena naﬁopampmn anania axocn)

BHcHOBOK U100 AKOCTI NiXapCekoro 38¢ofy, sunanuh naﬁopampieno bLu 09.03, 2023 Ne 444
PeaynbTaTH NaGOLaTOPHOrO AHANI3Y AKOCT] 1IKAPCHKOrO 3acoby 32 nepeaipennMy noxasHyKkamyu BIANOBAAK0OTE
BHMOTAM METOAIB KONTPOIO AKOCT] (aHAMITHIHO-HOPMATHBHOT noxyuemam')

3a  pe3ynbTaTaMH JAEPKABHOTO KOHTPOMO BCTRHOBIEHO,  LUO mxapcsxuﬂ 2aci6 BBe3eHO B Yxpamy 3
ROTPUMAHHIM: sumor:zaxouon‘.nma Won0 3a6e3neueHHs mcn nmapcbxu\ 3acofis. ST

3acTynHuK Haqanwmca :m)xﬁu

!
{nocanoena oco6a onrany ncpmm wré b

MH



v Village : Thana, (Baddi), Tehsil : Baddi, Dist. Solan
» {Himachal Pradesh) PIN-1737205
- Tel, + 01795-678201, 678202, 678203

4 | _ ~ Fax:01795-678200
™ - ' . . :
Tntertek Galpha Laboratories Limited
IS0 9001 ; 2015 o
ISO ; 14001 :2015 .
Cortified Company CERTIFICATE OF BATCH RELEASE
s CEPTAPIKAT BUNTYCKY CEPI _
Certilicate No.: . Page1of1
, . Ceprudikat No: GB/F‘,)”_/ZZUSZ Cropinra lil
Product name: | DOLOXEN Manufacturing country: | India

Ha3zpa npoxyxuii: | JOJOKCEH _Kpaina-gupobuuk: | Iuuiu
Pharmacentical form: | film-coated tablets .
| Jlixapenka popmat | rabiacticn, B ®paTi L.2iBKOBOW 060I0AK0D: _
Strength/potency: | 1 tablet contains: Paracetamol 500 mg, Diclofenac Sodium 50 mg
Cnaa aiffakmisnictss | 1 vabaerka mict Th; apayeiamony 500 mr, ankaodenaky narpiwo S0 mr
Type aid:size of | 10 tablets in a blister; 10 blisters in a cardboard box with Ukrainian and English
patkaging! | languages labeling
Bua i posmip | uo 10 rabaerox y Gaicrepi; no 10 Gaicrepis y xapronuiii kopobui 3 MAPKYBAIHAM
YOAKOBKI: | YKpATUCHROI0 Ta auriiiich Koo Monamn

Batch No.: a5 { Batch Size; packs
Cepin Ne: E'm““_’ Poamip cepil: 4000 YORKOBOK
Mfg. Date: 11.2022 | Expiry l?ate: 10.2025
Hara lepoﬁnuu'rnu: - ) IIpunxarunii po:
v -Reg_lst.{atlgq Certificate: UA/8051/01/01 Unhmxtef!'from': 05.03.2021
Peectpaniiine nocsiuenna: HeoGmeneie 3: N
Manufacturer name: | Galpha Laboratories I.¢d, Unit 1 License No.: MNB/05/195
_ Ha’ii.meu;{'nanun srpoGuika: | Fangn Jaboparopis dra. ¥Ouit I Jlinensia Ne:

dtion: | Village-Thana (Baddi), Tehsil-Nalagarh, District-Solan, Himachal Pradesh, 173205, India
Miencsnaxoox | Bianenm-Txaua (Banai), Texcin-Haaarapx, Hicrpixr-Conan, Ximasas Npanem, 173205,
_eypun: | Ingin

Conclusion: on confirmation of GMP Certificate No.: N dated

BirchoBok uiono'llm'mepﬂmeuuu ceprudirary HBIT Ne: 136/2022/C-257 BiX 12:02.2022
Labeling Should correspond to the requirements, Complies
Mapkysaunsn ITosnung BiANOBIRATH BHMOraM, Bianosinac
Packaging Should correspond to the requirements.of MQC. B Complies
Inkypaysia , Mosuuno siznosinars susoras MICS, Bifnosixac
ANAEIISIE Certificate of analysis No.: | e yngyrgy  (dated [ oo o
Pe3ynbTaTi anaiizy Ceprudixar ananizy Ne: Bij

I hereby certify thart the above information is authentic and accurare. This batch of product has been
manufactured, including pachaging/labeling and guality control at the above mentioned site in Sull compliance
with the GMP requirements of the local Regulutory Authority and with the specification availuble in registration
dossier, The batch processing, packaging and analysis records were reviewed and Jound to be in compliance with
GMP,

Lun 5 3acaiouymw, wo Husedend sume inopisnin ¢ VeCHogipHOW i mositon. Lo cepiro npodyxuyii 6yno
supobiene (erxupvaioan RARKYSQINA/MAPKY8ania) ma konmpoas ¥ akocmi na eueswnavenis eupobrii
Okabitinni nposedeno y-nosuii sionosionocmi 3 suvozan GMP; acimanoe et Micycoum pesyuinopr
UPZUHOM, 8 MAKONC 8IONVGIOHD 00 CHCHUPTIKANT, 1o micmumpia 8 peccmpayidinomy docsve. fipomiokaniu
BHDOORULMIBH, RUKYSUHHA D NATI3IE6 DY.10 NEPESARNYINO ma &cnalins1eno eionaeionicms GMP.

Name | Dharmendra Kumar Ray

Pogsition of person authorizing the bateh release Manager QA
Opissnme | JAxapsewaps Kymap Paii
Hocana ocobs, fica Buaam 103BLd Ba BANYCK cepii | Menemuep Bigaiay 35

Signature of person aunthorizing the batch release
Tlianuc ocoGn, nKa BraaIa 103811 Na BAUyCK cepil
Date. of signature
Jlwra nuncanns




CEPTH®IKAT AHAJII3Y

Ceprudikar Ne:

GB/FP/T/22/782
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Halsa npoaykuil:

OJOKCEH

Jikapebka dpopma:

Ta0NeTKH, BKPHTE LHBKOBOIO 000/10HK0I0

Cepis Ne:

ET22150

Jara sapoGunurea:

11/2022

l Hpaaarunit qo:

| 102025

. Pe3yanTaTH nposeacHus avamizy

Ne
n/n

IIOKA3ZHUKH
SKOCTI

BUMOI'M MKA

METO/H
KOHTPO.TIO

PE3YJIBTATH

Onue

Kancynononi6xi npoomyni
TabJsIeTKH, BKPUTI TUTIBKOBOIO
06010HKO, 6iNoro abo maiixe
6i0r0 KONLOPY, 3 NiHiCKO WIS
oAy 3 oiHOro GOKY.

m. 1 MK,

Bi3yaJsibHO

KancynomnoniGHi aAroonyxti
TabAETKH, BKPUTI
MUIIBKOBOIO 0OONOHKOI0,
611010 KOJILOPY, 3 JIHIEI0
JUIS nofiny 3 ogHoro Goky.

OaropiguicTe Macu

He 6inblue 1BOX iHAUBIAYATbHUX
Mac BITXHISOTLCS BiA cepeyHBOl
Macy Ha 5 %; koaHa
iHIHBiTyanbHa Maca He
BIAXHNACTHCA Bif] CEpPeIHBOI Mach
Ha 10 %.

m 2 MKSA,
BP, App.

XHC . .
Binnosigae

Inentudixaunia:
3.1 Hapayemanrton

Yac yrpymyBands niky
Tlapaueramory Ha XpoMaTorpami
BHNPOOOBYBAHOIO POZUHHY
IIOBMHEH cRIBNIANaTH 3 HaCOM
yTpuMyBaHHA niky Tapaueramony
Ha xpoMaTorpami cymiuri
CTaHAPTHOIO PO3YHHY B YMOBAX
nposeaeHus TectTy «KinbkicHe
BH3HAUCHHAY.

n. 3.1 MK,
BP, App. III
D

Bignorinae

3.2 Juxaopenax rampiwn

Yac yTpuMyBaHHA NiKy
auitodheHak naTpito Ha
XpomaTorpami BHIpoOOBYBaHOrO
PO3YHRY MOBHHEH CTIBMAAATH 3
4acoM YTPUMYBaHHS MKy
AuksodheHaky HATPIO Ha
XpOMATOrpamMi cymiilli
CTAUARPTHOTO PO3YHHY B yMOBAX
nposeacins Tecty «KimekicHe
BH3HAUECHHSIY,

. 3.2 MKA,
BP, App. III
D

Binmnosijgae

3.3 Memun-
napaziopoxcubenzoam

Yac yrpuMyBaHha niky Metnn-
napariapokcubensoary Ha
XpoMaTorpami BHIIPOOOBYBAHOTO
PO3SHHY [TOBHHEH COIBMAAaTH 3
JacoM yTpUMYBaHHa Niky Mertun-
naparigpokcubeH30aTy Ha
Xpomarorpami cymiui |
CTAHZAPTHOTO PO34HHY B YMOBAX
nposencHus tecty «KinbKicHe

BH3HAYCHHA.

m. 3.3 MKH,
BP, App. III
D

Binnosigae
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3.4 Hponin- YHac y1pumysanns miky [Iponia- | m. 3.4 MKSL,
Rapaziopoxcubensoum napariapokcubeHsoary Ha BP, App. III
XpomarorpaMi surmpoGosysanoro | D .
PO3UHHY OBHHEH CILBNANATH 3
YacoM yTpHUMyBaHHs niky [Tpormin- Bignosinae
napariIpokcHOE H30aTY Ha
XpOMaTorpami cyMitui
CTaHA2PTHOIO PO3YMHY B yMOBAX
npoBeieHNs recty «KinbkicHe
| BH3HAYEHHSAY, ]
3.5 Tumany dloxcuo Bunpoboysanwit posunx n. 3.5 MK$ . .
3a0apBIIOETHCA B OpaHKEBO- Binnosinae
YEePROHKH KOTip.
Po3uanauan He Oinbuie Hix 3a 30 xs. n. 4 MKA,
BP, App. 06 xB. 46 cek.
XIIA
Posuunernn He Menwe Q=75% auxiodenaky | n. 5 MKS,
. 101 %
HATPIito 3a 60 xa. BP, App.
He menume Q=75% napaueramony | XIIB, BP, 102 %
32 60 xs. App. I D ?
Cyuposiani aoMiwxn n. 6 MKJ,
A) Hapayemamon: BP, App. Il
4-amiHodenon sie Ginbiwe 0,1 % D He eussneno
4-xn10poaueToHITiA He 6itbue 0,001 % He Buasneno
OnuuuvHa Makcumanbia | He Gitbwe 0,13 % 0,001 %
JIOMilLlIKa
B) Juknogenar nampiwo:
Oauuuura MakcuMansHa | we 6insure 0,2 % 0,005 %
AoMitka
C) Cyma domiuox (A+B) | ne Ginnue 2,0 % : 0,006 %
Onﬂopmnicrb ' TTputimansre uneno (AV) <L1 % | n. 7 MK4,
AO30BaAHAX OANNHNL (s 10 mo30BaNHX OAHHAHLE). BP, App.
7.1. Mapayemamoiy IpwuiiManbre yucio < L1 % | XNC 4
(po3paxyrxoeo-6azostiii KOAEH IHAMBTYaTbHUM BMICT Y
Menod) 1030BaHiit OftMHNLI TIOBHHEH GyTH
ne Menmpm 3a (1 - L2 x 0,01) M AV: 73
a6o =e Ginbtunm.3a (1 + L2 x 0.01) e
M.
(Mg 30 nosoBaHMX OMMHHUL).
(L1 nopiBuroe 15,0 ta L2
Jopienioe 25.0). P AL ]

-y v
Lgn0Biga, 4
o Q.xn' 76,,.

7,
Ex
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7.2. Quxropenaxy
nampin
(0OHOPIOHICmE emicny)

[pwitmansne gncro (AV)Y < L1 %
(Ang 10 RO30BaHUX OVHHLR).
IpukiManbue aueno < L1 % i
XKOJICH IHAWBIXYAN6HKIT BMICT y
No30BaHiil OTHANLIE NOBUHEH OyTH
He MenmmuM 3a (1 -L2x 0.01) M
abo He Ginbumn 3a (1 + L2 x 0.01)
M. v

(s 30 no30BaHMX OUWHAD).

(L1 nopismoe 15,0 ta L2
Jopisroe 25,0).

-

AV:3,7

Kinukicre ensnavennn:

8.1 Jurropenar nampito | 45,0 Mr - 55,0 Mr H2 oany n. 8.1 MKA, (50,90 Mr na onay Tabnetxy
TabneTKy BP, App. I (101,8 %)
(90,0% -110,0 %) D
8.1 Nupayemamon . 450,0 Mr - 550,0 Mr Ra onny 510,58 mr Ha onny Tabnerky
tabaerky (90,0 % - 110,0 %) (102,1 %)
8.2 Memun- 0,264 mr - 0,396 mr Ha onny 1. 8.2 MK, | 0,320 Mr na oaHy TabseTky
napaziopoxcubenzoam tabnerky (80,0 % - 120,0 %) BP, App. I 97,0 %)
. » D
8.2 Iponin- 0,08 mr - 0,12 Mr Ha oany 0,10 Mr na oy Tabnetxy
napaziopoxcubenoam tabnerky (80,0 %-120,0 %) ; (100,0 %)
Mixpobionoriyua 3arajistie HHCIIO acpOBHUX n. 9 MK4,
YHCTOTA mixpoopranismis (TAMC) re BP, App. Binosi
Gimeie 10° KYO/T. XVIB PlanoBiae
SaranbHe YHCAO APLKIKORHX Ta . .
ruticeHerux rpubis (TYMC) ue Biznopizae
Giasue 10°KYO/r. .
Bianosinae

Escherichia coli ne normycxaerscs
Blr.

Hocana ocobu, sinmosigaaLroOi 3a ananis

IIpiseume

Carnsa Ipakam CHArx
Crapmnit Meneawep KA

Hiannac ocolu, BignoriaaaLnoi 3a avanis

Hara ninnucanns | 15.12.2022
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JEPYCIKCIIY)XBA
IlEP)KABHA CIIYXBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTHKAMH Y XAPKIBCBKIH OBJIACTI
Byn. [pomansuchka, 25, M. XapkiB, 61057, Ten/daxc: (057) 731-50-68,
e-mail: dls.kh@dls.gov.ua, https://www.dls.gov.ua, Kox €IPTIOY 36985153

BHCHOBOK
npo AKicTh BBe3eHOro B Ykpainy Jikapcexoro 3acoly

30.06.2023 Ne 33397/23720

JOJOKCEH

(uainciyBREN Nixapeykoro 3acoy AriAHO 3 pecCTpaIliiAM NOCBIAUEHHAM)
tabrerkn, BKpUTI NNiBKOBOIO 06010HKOI0, N0 10 TaGneTok y GaicTepi; no 10 Gaicrepis y
KAPTOHHIl xopobui

(q:opua.nnnycty, RO3YBANHK, BKA NAXYBAKHR MIXAPCEKOTO 3acoly)
Homep peectpauiitroro nocaimaens UA/8051/01/01 cxpox ail peectpauiftoro mocsizaenna 01.01.2099
Cepis nixapcskoro 3acoby e ET23030 KinsxicTs pBesenoro nixapenkoro sacoby 3900 ym.

Bapo6iux Tanda Jlabopartopis JIta. 10HiT 1, Inuis,

{uaiMeHyBaInIS BAPOOHIKA NiKapChkoro 3acoby, xpalHa NOX0omKeHRN )

Bacaeno » Vipaliy Tosapucrso 3 o6mexenow BilnosinaabnicTio "Konapk Inresnmen",
inenT. koa: 25182226

(uatimeHyoaHe Ta kox 3a EJPTIOY sopuainiiol ocobn aGo mpispHme, iM', no 6Garbxosi izl
ocobu - mimmpuemus, I Micue NTPOKUBAHNA TA PEECTPRWIAHMKA HoMED 06NIKOBT KAPTKH MIaTHHKE
nonatkis a50 cepix Ta HOMCpP nAacnopTa)

TNporoxoen Bisyansaore kourpamo sin 07.06.2023 M 448/0/01.21-23/2.
JlaGoparoprut ananis AxocTi Aikapchkoro 3acoly 3aificHenmst:

JlepxaBHAa HayKOBO-I0CHiAHA 1a0OPATOPIA 3 KOHTPOMO AKOCT JiKapchkux 3acobie JlepxapHol
ycranoBH "[HCTATYT rpoMancekoro 3xopos's iM. O.M. Mapacesa HAMH Vkpainan" (M.Kuis,
synllonynpenxa 50)

(HaMMcHYBBHNR TA MicuestaxomkenHa 1abopaTopii, 1o nporena naSopaTopuuit AHANI3 AXOCTi)

BHCHOBOK WO AXOCTi IKAPCHKOro 3acoby, Bunanuit naGopatopicio six 28.06.2023 Ne 1302

PesynsTati 1860paTOPHOIO ABATI3Y AKOCT] XAapcHKOro 3acoBy 3a nepesipenuMy NoxaHKkaMy BIATIOBIAAOTD
BHMOTAM METOIIR KOHTPOIUO AXOCTI (aHANITHIHO-HOPMATHBHOY IOKYMEHTANIT).

32 pelyAbTATAMH JQEPXRABHOTO KOBTPO/IO BCTARHOBJIEHO, O . ikapcpkuit  3aci6 BBcicHO B Ykpalny 3
' BEMOT 33KOHOJIABCTBA 100 3a6e3NeYSHHA AXOCT] IKAPCHKHX I4COBIE.

ZCPXABHOrO KOHTPO/UO)




*  Village : Tharia, (Baddi); Tohstl : Badd, Dist. Solan,
(HimachalPradesh) PIN-173:208
“Tel. : 01795678201, 676202, 676205
£aX : 01795-678200

rm—é?t'& Galpha Labomtones um:fed

ISO 900.1 2018
150 : 14001 :2015
Certified Company

CERTIFICATE OF BATCH RELEASE
CEPr[w‘ucu BHIYCKY: csm

Certificate No.: Page Tofl
- - - Cepiudinar Ne: | A N .Ciiopinss 1 g1 '_
Product name: "nomxm - Mgmufaeming country. India 1
Hu3sa npoaysull: - NOAOKCER N ) Kpn'hla-nnpoSaux Tnnin

Pharmaceutical form: | flim-coated tablets
Jlikapebka hopma: | TabaeTri, BRPUTI N1iBk08010 05010HKO0I0
Strength/potency: | 1 tablet-contains: Paracetamol 500 mg, Diclofenac: Sodmm 50 mg
Cuna givaxTusuicts: | 1 TaGaevica micTiTs: napauerasony 500 me, anxaopesary naypito- S0 My
Typée and size of | 10 tablets 1 a blister; 1Q:blistersina cardbourd box with Ukrainian and English
packaging: | langaages labehng
Bua i poswmip | no 10 Tafierox g 6aicrepi; no [0 Saicrepis y xapronuifi Kbpoﬁui 3 MAPRYBAHHAM
\'namn'mn A 'pal“tl»l(()lﬂ Ti AUCRINCHLKOI0 MOBAMH .

T Batch No.: Batch Size: packs
Cepin Ne: ET23030 Pomip:cgpi‘i’: ,4000 YIAROBOK |
MTg. Date: Expiry Date: | ,
ata supobuurea; | 012023 o Dpunarauil ao: ‘12.20‘; 5
Registration Certificate: ‘Unlimited from: | . naimo.
Peccrpaniiine HoCBidiHeHHR; - UA/805[/01!01 Heobmemenes: 05&3'2921
Manufacturer name: | Galpha' Laboratovies L@ Unit 1 Licensé No.: ‘MNB/0S/195
Haiimenysaunn supobunka: | Canda Jadoparopis Jie. HOnir 1 _Jigewsin Na: |

Location: | Village-Thana (Baddi), Tehsil-Nalagarh, District-SQlan, Hlmaclml I‘mdesh, 1753205. India
- Micuesnuxouw | Bianemw-Txaua (Bann), Texmml{amrnpx, Jiic'rpim-.(,‘,‘oaaa, Ximauaa Ilpanem, 173205,

enmiz | tupia
Couclusipn on conﬂnnadou of GMP Certificate Now: | Koo v iy Cdated

Bucnosok woge nintsepuaaeinn ceprudikaty HBI Ne: 036/2023/C'§§ sin 23:01.2023
Labeling Should correspond to registered Inbcl)i'ng ) Complies
Maprysatus TMosuutio BiftnosigaTi 3apccc*rpoaauouy MAPKYBaHHIO. | Binnosinae
Packaging Should CQﬂprDlld to the fequiréments of MQC. ' Complies
NaryBanus TloBuuHo BianoBiaaTH BUMOraM MKA, . B BiAnosigae
Analysis results “| -Certificate of analysis No.: dnted e La
Pesyasrari anaaizy Ceprmbhcar anaTizv Ne; GB/FP/T/H“” | min g SASCENE

1 hereby certify that the dbove informution is authentic and accurate. This batd: of product lms been
manufactured, inclnding puckuging/labeling and quality control at the above mentioned site in full compliance
with the GM P requirements of the local Regalatory Authority and with the spocification available in.registration
dussier. The batch processing, packaging and analysis records were reviewed and found 10 bs.in compliance with

. GMP.

Hum a 3acai?)i¢yto; o uadedena suwe ihopaatdn ¢ docmasipihio-ma movtnor. [ eepiro npodyKrit-byao
supodaeno (6RIIQ4AIOUI NAKPSAHNA/MAPRY8ANHAS M KOWINpoRs T axecrl ya.eunje3asuaueniii euposuusli
dinvuuyi nposedenp y nosiii sidnogidnacmi-z sunogear GMP; gcniariosnenusti MigHesum. pezyramopnums
OPNHOA, . maKede siORO8IOHD Do crewuihikayil, o sicmunvea ¢ pee‘cmpaq ftinosty ducwe. Tlpomoxonu
ERPOTHUNMIGA, NAKPOANIUA NG (iaizig BYIQ NEPeNRUYIMG ma ecmunosagine sidngsionicnty GMP,

Name | Vaibhava Anand
Position of person authorizing the batch relesse | St. Executive QA
IMpissnue | Baibxasa Auann.
NMocaza ocobiy, siKa BIEAAJA A03BLI HA BunveK cepii | Crapumil BHKOHaBYNIT KepiBnuE B
Signature of person authorizing the batch release

Tlianuc ocofiH, AKA BUANAY JO3BIT HA BHOVCK: cepil . \}mb\@,ﬁ ¢
Date of signature S/ ouAMENT
Hava nianscannsi | - \1-03- w&///’q P AN

Regd. Office: Jagdish Bhaven, Exhibition Re3d: \
Head Office : €:221, Kanakid  Zillion, BKC Anftex
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Hassa npoaykuii:

TOJOKCEH

Jikapcoka dpopma:

TabJaeTKH, BRPHTI NNiBKOBOKO 060J0HK010

Cepin Ne:

ET23030

JlaTta sHpoGHRUTBA:

01/2023 I

HMpuaarauii 20{

12/2028

Pe3ysIbTaTH NPOBEACHHA aRANI3Y

INOKA3ZHHKH
AKOCTI

METOJIHU
BHMOT'H MK KOHTPOJIIO

PE3YJIbTATH

Onuc

m. 1 MKJ],
Bi3yanbHO

KancynononibHi asoonyxni
TaG/IeTKH, BKPUTI MTiBKOBOIO
060noHKo0, Olioro abo maibke
Ginoro KONLOPY, 3 JIHIEW Wk
noAiny 3 ogHoro 6oKy.

Kancynonoai6ni apoomnywii
TabNerku, BKPHTI
TTIBKOBOIO 000/ICHKOIO,
Ginoro kobopy, 3 NiHi€w
NS NOALnY 3 ogHoro Goky.

OnuopinricTe Mach

n. 2 MK,
BP, App. XIlI
C

He 6inbine ABOX iHAMBILYaNbHAX
Mac BiIXUIAIOTLCA Bl CepeTHbOT
MacH Ha 5 %,; xonHa
inaMeiayaiuna Maca He
BiAXWIRETHCA Bill CEpenHbOT MacH
Ha 10 %.

Bianosinae

InenTudixania:
3.1 Hapauemamon

| Yac yrpumypauns miky

m. 3.1 MK,
[Tapaueramony na xpomatorpami | BP, App. II1
BHIIPOOOBYBAHOI0 POHHHY
TIOBHHEH CriBMafiaTi 3 4acoM
YTPHMYBaHHs Miky Ilapaueramony
Ha XpoMaTorpami cyMiiui
CTaHAapPTHOrO POSYHHY B YMOBAX
npoeeneHHs Tecty «KinbkicHe
BHBHa‘Ié}lH}l».

Binnosinae

3.2 Juxropenax nampin

n. 3.2 MK,
BP, App. Il
D

Hac yTpuMyBaHHs MKy
AMKI0(EHAK BATPIO HA
Xpomatorpami BANpoGOByBaHOro
PO34MHY MOBHUHEH CTTIBNANATH 3
HacoM YTPUMYBaHHA NMiKy
MHiodeHaky HaTpilo Ha
XpoMarorpami cymiuti
CTAHAaPTHOrO PO34UHY B YMOBAX
uposencHHs Tecty «KinbkicHe
BH3HAUEHHAY,

Biauosizae

3.3 Memun-
napaziopoxcubenszoam

n. 3.3 MKA,
BP, App. Il

Yac yTpumyBaHHa niky Merui-
naparinpoxcu6e1izoary Ha
XpoMaTorpami BUIpodOBYBaHOrO
PO3YUHY NOBKHEH CIIIRNANATH 3
4acoM YTpPHMYBaHHA NTiky Merui-
naparigpokcubeH3oary Ha
XpomarorpamMi cyMmii
CTaHAAPTHOrO PO3YHHY B yMOBaX
nposedenna Tecty «KitekicHe
BH3HAYEHHRY.

Bianosinae
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3.4 Hponia- Yac yrpumysanns niky Iponin- | n. 3.4 MK,
napazidpoxcubenioam naparifpokcufeH3oaTy Ha BP, App. Il
xpomarorpami BunpoSosysanoro | D
PO3YHHY MOBHHEH CTiBNIaaTH 3
YacoM yTpUMyBaHHs miky IIponin- Binnosinae
napariapokcibeH3oaTy Ha
XpoMaTorpaMi cymiui
CIaH/IapTHOTO PO34UHY B YMOBAX
nposeaenHa tecty «Kinbkiche
BU3HAYCHHAN,
3.5 Tumany dioxcuo BunpoboByBaHuii posynu . 3.5 MK Birmosime
380apBITIOETHCA B OPAHIKEBO-
4YEepBOHUI KoJlip.
Poznaganug He 6inble Hix 32 30 xB. n. 4 MK,
s ' BP, App. XII 05 x8. 42 cex.
A
Pozuunennsn He menwe Q=75% nnxnodenaky | m. 5 MK, 08 %
HaTpito 3a 60 xB. BP, App. XII
He menwe Q=75% napaueramony | B, BP, App. 97 %
3a 60 xs. arp .
Cynposigai noMimkn ' m. 6 MK5,
A4) Napayemaxon: o BP, App. 1II
4-aminodenon - We Ginviwe 0,1 % D : He BusBaeHo
4-xnopoaueroHinin ne 6insie 0,001 % He Buseeno
OnuHuyHa MakcHManbHa | He Ginvtue 0,13 % 0,005 %
Jomilka
B) Auxxogenax nampiio:
OnmvHnYHa MakCcHManbHa | ne Sibine 0,2 % 0,036 %
JoMiluKa
C) Cyma domiwox (A+5) | ne 6inviue 2,0 % : 0,088 %
Oanopianicts MpuiiMankue uncno (AV) L1 % | o 7 MKA,
1030BaHHX OXHHALDL (JInsg 10 nozoBaHHX OAMHHLD). BP, App. XII
7.1. Hapayemamony [Mpuiimansne uacno < L1 % i C4
© (POIPAXYHKOBU-GUZOGUT JKOJIeH iHMBIAYaNnbHUH BMICT Y
i Memod) A030BaHii OAMHKLI NOBHHEH OyTH
| He meninum 3a (1 - L2 x 0,01). M AV- 4.8
abo He dinsiunm 3a (1 + L2 x 0.01) v
M. .
(Jns 30 Do30BaHUX OAKHKLB).
(L1 nopismioe 15,0 TaL2 ;
aopienioe 25.0). ﬁ\ —

7,
: “,QROBJAa ] 74 \
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7.2. Juxsogenaxy TMpuiiMansre wncno (AV) <L1 %
Hampiio (Jna 10 no3oBaHMX OAMHHUB).
(vOnupiOnicmb émicmy) Mpwiimanere mcno <L1 % i
KOoAeH iHAUBIAYAILHAN BMICT y
ZI030BaHiit OAMHKLI MOBUHEH OyTH
He MeHIukM 3a (1 -L2 x 0.01) M AV:6,7
a6o ne Cinemm 3a (1 +L2 x 0.01)
M.

(na 30 nozopaHUX OMHUILB).

(L1 mopienroe 15,0 Ta L2

. JopisMioe 25,0).
Kisbkicne BH3HAYEHHN: 14,

8.1 Juxnodpenax nampiro | 45,0 mr - 55,0 Mr Ha opuy n. 8.1 MKA, | 52,04 mr Ha oaHy Tabnerky

Tabnerky BP, App. Il (104,1 %)

(90,0 % - 110,0 %) D

8.1 Hapayemamon 450,0 Mr - 550,0 Mr Ha: ogHY 505,09 mr Ha oany Tabaerky
tabnerky (90,0 % - 110,0 %) (101,0 %)

8.2 Memun- 0,264 Mr - 0,396 Mr Ha oaHy n. 8.2 MK, | 0,310 mr ra onHy Tabnerky
napaziopokcubenszoam tabnerky (80,0 % - 120,0 %) BP, App. 111 (93,9 %)
D

8.2 ponin- 0,08 mr - 0,12 mr Ha oany 0,09 Mr Ha oauy TabneTky
napaziopoxcubenzoam tabaerky (80,0 %-120,0 %) (90,0 %)

Mixpobionoriuna 3aranbHe Yykcno aepoGHAX o, 9 MKJ,
YRCTOTA Mikpoopranismis (TAMC) He BP, App.
6inbue 10° KYO/r. XVIB
3aragbHe YMCNO APIKKOBHX Ta
nnicenesux rpubis (TYMC) we
6iabwe 10°KYO/r.

Escherichia coli ne nosyckaerbes

Binnosinae
Binnosigae

Bianosinae

_Blr.

Ilpisenme | Hienax XyGei
Iocaga ocoGn, Bignosinanbuoi 3a ananiz | 3am. kepiBuuka - K

Ilinnuc ocoln, BinnosinansHoi 32 ananis

Jara minnucanss | 10.03.2023

f‘-‘.
TNKPATY
wPNOBIRg ) 4
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/ TOKY MEHTIB
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. JEPXITIKCIIY)KBA ~
JTEPXKABHA CJIVKBA 3 TIKAPCHKHX 3ACOBIB TA KOHTPOJIIO

3A HAPKOTHKAMM V XAPKIBCBKIHN OBJIACTI
vyn. 'poMansHchKa, 25, M. Xapxis, 61057, ren/daxc: (057) 731-50-68,
e-mail: dis.kh@dls.gov.ua, https://www.dls.gov.ua, Kon €JIPITIOVY 36985153

BACHOBOK
npo sKicTh BBe3eHOro B YKkpainy Jikapcekoro 3acoly

30.06.2023 Ne 33404/23/20

¢ ﬁ u#’ i
JOJOKCEH

(HaliMeHYBAHHA THKSPCHKOro 38006y IriIHO 3 PEECTPALIAHEM NOCBICHHAM) .
TabacTkR, BKpuTi NAiBKOBOIO 06010HK0I0, 110 10 TabaeTok y Gaicrepi; no 10 6aicTepis y
. KapTOHHi# xopobui

(bopma BumycKy, IOIYBAHHS, BHX NakysaHns nixapcukoro 3acoby)
Homep peectpauitinoro nocsimenngs UA/8051/01/01 crpok nit peectpanistuoro noceizwerna 01.01.2099
Cepis nixapcskoro 3aco6y Ne ET23044 KinskicTs BBe3¢HOTO JiKAPCEKONO 34000y 3879 yn.

BupoGHuK Tanda Jlaboparopis JIta. IOsiT 1, Inmis

(HaliMeyBaHa BUpobHHKa Nikapckkoro 3acoly, kpailia MOXODKEHHS)

Baeseno B Yxpainy TosapucTso 3 ofMexxenow sinnosizansuicrio "Konapk Inreamen',
inent. xon: 25182226

(HBtiMeKYBaNHS T8 koa 33 EJIPTIOY loprauuHOY ocobu aGo npissuwe, iN'4, o Gatsxosi pisnarol
0coGx - mianpuemus, I Micue npoaHBanus Ta peecTpauiitunit HoMep 061iK0BO! KAPTKH NNATHAKS
nionatkis 86o cepis T” HOMEp macriopTa)

Mporokon sisyansroro xourpomio sia 07.06.2023 2 448/0/01.21-23/9.
JlaGopaTopHu#t a;mis AKOCTi NiKapchkoro 3acoly 3nikicHerit:

epxaBRa HayKOBO-AOCTiAKA 1aGopaTopin 3 KOBTPOMO AKOCT! JIKapchkHX 3acobis Jepkasnoi
ycraHoBH "IHCTHTYT rpomaacskoro 3x0pos's iM, O.M, Mapseesa HAMH VYkpainu" (M.Kuis,
syn.Ilomynpenka 50)

(uaftMcHYDalHR Ta MiCLe3TaxomkeHu Nabopatopil, o nposena xaGOPATOPHHE aHa3 AKOCT])

BHCHOBOX UIOAC AKOCTi JIKAPCEKOTo 3acoby, swnaiidt naboparopicio rix 28.06.2023 Ne 1309

PesynpTard Ja6opaTopHOTIO aHANI3Y AKOCTI JIIKAPCHKOTO 33co0Y 38 MepeBipeHUMA [IOKA3HUKAMY sianosiganTs
BHMOraM METOAIB KORTPOIIO AKOCTi (@HANITH4HO-HOPMATHBEOT A0KyMeHTaUIT).

38 peay/AbTaTAMM JCDXKABHOMO KOHTPOMX BCTAHOBMEHO, WO xixapchku# 3acid BBeseEo B Ypaiky 3
AQFpaMaL BHMOT 38KOHOZABCTBA MO0 3a6e3neqeHHA AKOCTi NiKapChKUX 3a¢0GiB. g

Tepemggqo*c.\.

Faiijf nepxasHOro KoHTPOLIC) st
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Village : Thiana, @Baddi), Tehsil ; Baddl, Dist. Solan
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CERT lFICAl E OF BATCHRELEASE
can‘iwncxr BHIVCKY CEPl’i

“Certificate No.: Page T-of 1
Cepriidlcar N GB/FP/'I‘1231124 Cropinka 131
Product name} 18 Manufacturing coantry: | Todia
Hazea nponysuits | KOAQ Kpaina-papotrink: | bnnin_

Pharmaceytical forms ﬁlm-\mawd tablm
JNixapcswa dopmaz | Tulagy ity BIKPHTI UAIBLABOI 060NCHKOR
Strength/potency: | 1 tablet contalns: Papgvetamol 500 mg, Diclofenac: Socﬁ‘um s mg
Cuna mx/amunmcn. 1 raﬁ.nefma MICTHER g AgRTavOnY 500 mr, AWKAoDenary uatplio 50 Mr _
Type and size of | 10 tablets sing blister;’10 blisters in a cardboard box with Ukrainian snd English
‘packaging: { languages Jaheling
Bua | posmip | no 10 rabnerow y Satevepl; mo 10 Saicrepis y wapronsifi xopodui 3 MapKRysaHAM
yn2KoBKU: yxpa‘t‘ﬁcz.xom T ancaificL ko MOBAMI

Batch Noi. ' ‘BatelvSize: | packs
Cepia N.:: E123044 Posmip cepil: 4000 YHAKOBOK
Mtg. Date: | ' Expiry Date: | . .
JRaTa EupobunuTen: 02.2023 ) ) l'lpwxswiiﬁ';@o: 01.2026 )
Registration Certificate: ki iia Unlimited from: | . ,
Peeccrpauiiine nocsizvenus: UA/8051/01/01 HepSmeaeite 3: 05'03'2021
Manufacturer name: | Galpha Laboratories Ltd. Unit I- - Elcense-No.: MNB 05 !1 95
HaitvcHysanus BupuSumiay | I agds Jaboparopis Jiti. FOwiT | Jlumuia Nex

Location: | Village-Thana (Baddn), Tehsil:=Nalagarh, District-Solan,. Hlmaclml Pradesh 173265 Indla
Micuesnaxons | Bimterx-Txana (Baixai), Téxcin-Ranarapx, )lictph\r-Coxlau. Ximaqan ﬂmem, 173205‘
euus: | Tnnig

Conclusign on confirmation of GMP Certificate No.: ” 1 daxe;l
Biciiosox moso niaTsepusennn ceprupicaty ABIM Xe: 5 02316'68 5 23’01‘2023
 Labeling _Should eosrespond to registeredilabel e Complies

Mapxynamm e 'Hosmmo siAvoBiRaTH 3aPRECTPOBAHOMY MMR!@: .. Bignonizae
Packaglog .| Stould correspond to the requirements of MQE. .  Complies
Haxysanun | Tiosnnuo sianosigars suMoras MES, Binnosinde
Analysis resuits Certificate of analysis No.: . oy dated .
Pe3yanTaTh aHTI3Y Ceprudirat ananisy Mo GB/FP/'I‘/231£24 ela 10.03:2023

I hereby centify thut the above informition is aiithentic and accurate. This batch af product has been
mdnufactired, includiig i packaging/lubeling and Guality controf at the above mentioned site in Jull compliance
with the GMP requirements of the local Regulatory Authority and with the specifi ification available in registratiosn :
dossier, The batch processing, packaging and analysis records were reviewed and found to be in compliance with L

GMP.

Hum 1 sucsiduyio, o nasedena euse inopsanin ¢ ducmogiprote ma mouno. Lw cepiro npodyryil dyao
supobueno (8o, zzahyaamm/,tmpm GUHAA) ma Konmpons i axecml.ng disyesasiaueniil aupodua<iti
dinvnuul nposedeno y noeniii ¢idnosiduacmi 3 eumoznyt GMP, gemanoenenumic sicyesnii PEYRAMOPRUM.
opzanoN, a maKow 6iORAEIONG D0 cnequikauii, o Micnumscs & peectpaisnomy Ogese Ipomasrolte
mpoﬁmmmaa, AUKVEQUASR WA GHAAEIE-OYA0-NEPEZIANYMO WA acrnmomtno donacfﬁmcmb GMP.

‘Name | Vaibhava Anand
Pasitios of person authorizing the batch release | Sr; Executive QA
Npizshume | Baibxasa Anang
Togaii ocobu, RKa BUAZEN BO3BLY Ha BHEYCK cppu: _Crapunii suxoianuuli xepisunk Bigiiny 39
Signature.ol person suthorizing the batoh relesse | AY ng 4O T

Hixe ocofin, Sy 8111200 A038i1 14 niiyéccepil |
Date of signatire
Jlra uinnpcanus

. Regd. Office: Jagdish Bhavan,
. Head Office : E-221, Kanakia Zi)

o .




CEPTH®IKAT AHAJII3Y

Ceprudixar Ne: | GB/FP/T/23/124 | Cropinka 133
Hassa npoayxuii: | JOJTOKCEH
Jlikapcbka ¢popma: | TabreTkH, BKpHTI 0NiBK0B010 060JI0HK0I0
Cepia Ne: | ET23044 ‘
JaTta supobnwursa: | 02/2023 | IpuaaTHui no{ 01/2026

Pe3yabTaTe NpoBeJeHHA AHATIZY

Ne
n/n

IIOKA3HHUMKHM
SIKOCTI

BUMOI'H MKs

METOJAH
KOHTPOJIIO|

PE3YJIbTATH

Onuc

Kancynononi6xi aeoonyiuti
Tabnerku, BKPUTI MUIIBKOBOIO
00oToHKOl0, binoro abo Malixe
6inoro Mgsopy, 3 ainicio ana
nofigy Maaporo 60ky.

n. 1 MK4,
Bi3yaJIbHO

KancynononiGHi asoonykni
Tabnerku, BKPUT
IL1iBKOBOIO 000NOHKOIO,
6inoro KoBOPY, 3 JiHIEI0
AJIsL IOATY 3 0AHOro OOKy.

OxnopianicTs Macr

He Ginbue qBoX iHAWBinyIBHHX
Mac BIAXHNAIOTECA Bill CEPERHBOl
MacH Ha 5 %; xxoaHa
iHAMBidyanbHa Maca He
BiAXMAAETLCA BiA CepeAHbOl MacH
na 10 %.

C

n. 2 MK4,
BP, App. XII

Bianosinae

InenTudikanis:
3.1 Hapauemamon

Yac yTpuMyBaHHA MKy
TTapaueraMony Ha XpoMaTorpami
BHNPOOOBYBAHOIO POSHHHY
IIOBHHCH CITIBIIAZIATH 3 9aCOM
yTpUMyBaHH1 niky [Tapaueramony
Ha XpoMaTorpaMi cyMmiumi
CTaHJAPTHOTO POBYKHY B YMOBaX
npoBeniends Tecty «KimbkicHe
BH3HAYEHHA).

D

n. 3.1 MKH,
BP, App. III

Biznosizac

3.2 Quxnogenax nampiw

Yac yTpHMYBaHHS iKY
JUxIoheHak HaTpifo Ha
XpoMaTorpami BAIIpoGOBYBaHOTO
PO3YHHY MOBHHEH CNiBMAJATH 3
4acoM YTPHMYBaHHA MiKy
JuKiodheHaKy HaTpilo Ha
XpoMarorpami cymimi
CTaHAAPTHOTO PO3UMHY B YMOBAX
nposeaens Tecry «KumkicHe
BHU3HA4YCHHAY.

D

n. 3.2 MK4,
BP, App. Il

Bignosigae

3.3 Memun-
napaziopoxcubensoam

Yac yrpumMyBaHHg niky Merun-
naparigpoxcubensoary Ha
XPOMATOTpaMi BHITPOOOBYBRHOTO
PO3YUHHY MOBHHEH ClTiBNaAaTH 3
4yacoMm yTpUMYBaHH: niky Merun-
naparipoxcuben3oaty Ha
XpomaTorpami cymimi
CTaHJapPTHOrO PO3UMHY B YMOBAaX
npoeeaeHHs Tecty «KinbkicHe
BU3HAYECHHAN.

nad

/K HITIB
TOKY MEH

o

Pk
B Bl B¢
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SAANOBIgg, 4
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Cepruoixar Ne: | GB/FP/T/23/124

| Cropinka233

3.4 Oponin- Yac yrpumysanus niiky [lponin- | n. 3.4 MKA,
napazidpoxcubenzoam naparinpokcubeH3oaTy Ha BP, App. HI
XpoMaTtorpami BunpoGosysaHoro | D
PO3YHHY NOBHHEH COIBMANATH 3
4acoM YTpuMyBatHs niky [Iponin- Biamosinae
naparigpokcubensoary Ha
Xpomarorpami cymitiii
CTaHJAPTHOrO PO3YHHY B YMOBaX
nposeaeHns Tecty «KinbkicHe
BH3HAYEHHAY,
3.5 Tumany diokcuo Bunpoboryranuii po3uun n. 3.5 MKA Bi ;
ianosifae
3a0apBNIOETLCR B OPAHIKEBO-
4epBOH Uil Komip.
Poanaganns He 6inbine Hix 3a 30 xB. . 4 MKA,
BP, App. XII 05 xs. 40 cex.
A
Pozunuenns He menwe Q=75% aukiodenaxy | m § MK, 96 %
Hatpio 3a 60 XB. BP, App. X1l
He menwe Q=75% napaueramonry | B, BP, App. 98 %
(
3a 60 xB. 1D
Cynposiaui xomimxn n. 6 MK,
A) [lapayemamon: BP, App. III
4-aminogeHon He Ginbwie 0,1 % D He sussneHo
4-xjopoaueToninin He Ginbiagyd, Q01 % He suasaeno
OanHuuHa MakcuManbia | He 6inbwe 0,13 % 0,021 %
AOMimKa
B) Jurrodenax nampin:
Onuuuvua makcumaneHa | He Ginbine 0.2 % 0,083 %
JOMilLIKa
C) Cyma oomimox (A+B) | e 6imeme 2,0 % 0,205 %
OxnropixnicTs Ilpulimansue uncno (AV)<L1 % | n. 7MKA,
A030BaHUX OAHHHIb (Ans 10 n030BAHUX OHHMLL). BP, App. XII
7.1. llapayemasony Ipuitmansie yucno < L1 % i C4
(po3paxynxo60-6az06uti KOJCH iHANBIAyanbHUi BMICT Y
Memo0) J030BaHil oAWHHULI NoBUHEH OyTi
He meHwmm 3a (1 - L2 x0,0) M AV: 2.4

abo He Ginbunm 3a ([ + L2 x 0.01)
M.

(JIns 30 no30BaHUX OOHHULD).

(L1 mopisutoe 15,0 1a L2
JopisHO€ 25.0).




H

Ceprndixar Ne: | GB/FP/T/23/124 [ Cropinka333

7.2. [wxuogenary Ipuiimanbhe yncmo (AV) < L1 %
Hampiw (Zlva 10 po3oBaHMX OUMHUIG).
{oOnopionicmn emicmy) Mpuitmantue uncno < L1 % i
JKO/IGH iHAUBINYaNbHHIT BMICT Y
[030BaHill OMHKLI NOBHHEH ByTH

He MeHnM 3a (1 -L2 x 0.01) M AV:3.2
a6o ne Ginpumm 3a (1 + L2 x 0.01)
M

(na 30 nozoBaHHX OOHHWLE).
(L1 popisuioe 15,0 Ta L2
ROpiBHIOE 25,0).

8 | KinbkicHe BHIHAYCHHES!

8.1 Juxnogpenar nampiio | 45,0 mr - 55,0 Mr Ha onuy n. 8.1 MK, (51,74 Mr Ha oguy Tabnerky
Tabserky BP, App. III (103,5 %)
(90,0 % - 110,0 %) D
8.1 Hapayemamon 450,0 mr - 550,0 Mr na oany 496,87 Mr Ha oaHy TabneTKY
Tabaerky (90,0 % - 110,0 %) (99,4 %)
8.2 Memun- 0,264 mr - 0,396 Mr Ha onHy n. 8.2 MKA, | 0,320 mr na oaHy Tabnerky
napaziopoxcubenzoam Tabnerky (80,0 % - 120,0 %) BP, App. 11l (97,0 %)
D
8.2 Ilponin- 0,08 mr - 0,12 Mr Ha onHy 0,10 Mr Ha opHy TabacTKy
napazidpoxcubenzoam Tabnerky (80,0 %-120,0 %) (100,0 %)
9 | MikpoGioaoriuna 3arasibHe YHCIIO aepOOHUX n. 9 MK,
YHCTOTA mikpooprauismis (TAMC) ve BP,  App. : .
Ginsie 10° KO XVIB DSepe
3arasmHe YMeno APLDKIDKOBUX Ta . .
ruticenesux rpubiB (TYMC) ve Bimmosina
Ginbwe 10°KVO/T. . .
Bianosizae

Escherichia coli ve nonyckaernes
Blr

Hpissame | Riemax dyGei
ITocana oco6u, Bianosinaabaol 3a ananis | 3aM. kepisruka - K

Ilipnuc ocobu, BianoBigANLHOT 32 aHANIZ

Jata uinnucanna | 10,03,2023
B B




Bx 3 IYEJITYHE AKIIIOBEPHE TOBAPHCTBO «HAYKOBO-BUPOBHUYHIT HEHTP
: «BOPIIATIBCHKH M XIMIKO-OAPMAIEBTHYHUI 3ABO In» ,
ByJ1. Mupy, 17, m. Kuis, 03134, Ykpaina

Ten. (+38044) 205-03-10, 205-41-10;
(+38044) 205-03-83 (VnosuoBaxkeHa 0coba)

CEPTHA®IKAT CEPII JIJIs1 IIKAPCHLKOI'O 3ACOBY

KopBitun®, miodinisat ana po3uuny s in'exuiii mo 0,5 r

HaiimenysaHnst npoayxuil

KOPBITHH®

2 Jlixapcbka popma JliodinisaT ana posuuny muis in'exuiit no 0,5 r
3 Cuna Ail/akTHBHICTE 1 dakoH MICTUTE KOPBITHH, SIKMI € KOMIUIEKCOM KBEPUETHHY
3 110BiOHOM - 0,5 T, [0 BUTOTOBNIAETECA 32 ITPONHUCOM: KBEPLETHH
(v nepepaxysauti Ha 100% cyxy peyosuny) — 0,05 r, nosigox
3 MONekyusipHol Macolo 7100-11000 (v nepepaxyBahHi Ha
GessonHy peHosuHy) — 0,45 ¢
4  Posmipi THN yIRKOBKH Tlo 5 ¢naxonis y xaceri, no 1 kaceri B nenani
Kpaina-sapobHuk Vkpaina
6  Howmep peecrpauiiinoro UA/8914/01/01
ITocBinuenns
7  Homep cepil 0231023
PosMip cepii 3 428 nax.
JarTa BupoSHUUTEA 04.10.2023
9  Jara 3akiHueHHs! TEpMiHY no 10.2025
npuaaTHocTi
10 = Hassu, agpeca Ta HOMepH BYIL. Mx.apy, 17, M. Kuis, 03134, Vpaiua;
ninensiii Beix glabHUUB 3 niuexsigs AB Ne598003;
BHPOGHHUITBA T2 KOHTPOJIIO CBiZOLTBO NPO aTecTauito Jaboparopii BKS Ne96
SIKOCTI
11 Ceprutpicrarn GMP Ne 014/2022/GMP zo 10.12.2023
AIABHHLL, BKa3auux B .10
12 PesyabraTu Bunpobysasb Hasepneni B ceptudikari axocTi
13 KomenTapi -
14 3asBa mpo ceprudikanizo Huwm 7 3acBinuyio, o HaBefeHa Butue indopMailis € ZoCToBipHOO

@c'é( o091l 47

Ta Toudowo. IJio cepito nponykuii 6yno BUroToBNeHO (BKIOYAIOYH
NAKYBaHHA/MapKyBaHHs) Ta NPOBEAEHO KOHTpONL i AKOCTI Ha
BULUE3a3HAYEHI AlNeHULl Yy MOBHIM BianmoBimHOCTI 3 BuMoOramu
GMP, BcTaHOBIEHMMHM MICUEBUM PErYISTOPHHM OPraHOM, a TaKOX
BigmoBigHo mo cneuudikanift, mo MicTaATbCH y peecTpauiliHomy
nocke, [lporoxomu  BupobHuuTBa Oyno  mneperisHyTO Ta
BCTAHOBJIEHO BIANOBiAHICTE GMP

25.10.2023 p.

Hata nignucy
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