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HATOIY i _ Ceprudivar No: | - TARUREF AT Cropinga 135
BATCH CERTIFICATE
 CEPTH®IKAT HA CEPIIO |

Product name: | NATFLU Pharmaceutical form, dosage: | hard capsules 75 wg
Haszpa npoayxuii: | HAT®JIY Jigapenka dopaa, fodysannsg: | kancyuu reepgi mo 75 mr

Generie name: | Oseltamivir Phosphate capsules AR.No.: - .
Tenepuuna uassa; | Kancyan oseavramisipy gocdary A. 3. N AR Faoam

Strength/potency: | 1 capsile containg oseltamiviv phosphate equivalent to eseltamivir 75 mg
Cuuaa piffaxraBuicTs: | 1 xaneyns MicvuTs ozestbTaminipy dochar ensinajientHo o3eabTamisipy 75 MT
Size and type of | 10 capsules in a biister, 1 blister in a cardbeard box with Ukrainian and
packaging: | English languages labeling
Posmip Ta T | mo 10 kancys y Giicrepl, no 1 6aicrepy B kapronkiii hopnom 3 MAPKY BAHIIAM
MAKYBaHUN: | YRPATHCLKOI0 T2 aunmichKkoio MoBaMK

Bal‘cl? No.: 1440029 Batch Size: 11500 huxes_
Cepin Ni: Poamip cepii: KOPOOUK
Date of manufucture: | _ hxpzry Date: Sample qty: capsules
Jara supobururpa: e r T puparumii jo: Sa0% K-11 3paswis: 40 raneyi
RC No.: | - Valid up t0: |, pzmpqe | Jlinensis Ne: | 164/MN/AP/
PI¥ No: CAASTSALS Jiitcue jo: V.l License No.: | 95/F/R

Manulacturer: | Natco Pharma leued Pharma Division, Kothur, Rangareddy, Telangana
509228, India

Bupobnne: Harxo ®apma Jimirexn, d’apwn Hisiwn, mep, Panmpmm, Teaauraus
509228, Injgin

Conmoorifieato of GMP complia? e Nt | 0s12023/6MP dated: |05 19,2023
ceprHdigaT Bianosignocri ymon HBIT No: Bij:
Analysis procedure vesults/
Pelyas T NPOBEISHRA AHaTiYY
REQUIREMENTS FOR - :
‘ T e PARAMETER/ - MEE’;OD N ‘

No/ | PARAMETER/ BUMOTH IO MOKASHIKA |, n A ysis RESULTS /
Ne HU}\MHl:iK ' Al release/ ,;; ;,;'ffi?;f:{ METOZ PEIYIIRTATH

: ol '"”"v_mc )rpmia)mmbrﬁ AHAIIZY .

1. | Description ' White to off-white poswdar filled in | Byp. | While pm\der filled in
size 42" eapsules with vellow: MQC size 27 capsules with
calour cap imprinted with “75mg> yetlc\w colaur cap
with blue colour ink and grey imprinted with “75mg”
colour body with imprinted with with blue colour ink and
“NAT" with blue colour ink, grey colour body with

imprinted with “NAT"
o . with blug colour ink.
Orie ' Janosueri nopomwkos Biacro ade | awn, | JANOBHCHE NOPOLIKOM
rafke BLIOrO KONLOPY KAMCY LM MKA Binoro KONLOPY
po3MIpY “27 3 KPHIIEUROK) KALCY/IH PO3Mipy 27 3
AT RDIEESIRTIO N0

Yxpaiia MICTO AdDXI0

2\ [ Ans CEPTU®IKATIB)

TOB *KOHAPK IHTESIMEL"
Ne25182226

Pliarma Division, Kothor (M&P), Rangu Reddy District, Telungana State, INDHA. Pincode - 509228, &: 05848 - 257289, e-nwil: kethur@narcopharma.co.ia
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NATFLU Certificate No.: o _ Page 2.0t5
HATOJTY .. Coprudhene My | - HIDKFE24000367. Cropimei23 5
REQU]R]’MEN’I‘S TOR M-
: o . PARAMETER/ . MF?;!;GD L
No/ PARAMETER / Bmmru A0 TORASHUKA | wayvsis - RESULTS/
) o X310, SRR D A 2T
Ne . HOK.A,§}HII€ | Atr .."14"“ o }1; ,[my[y;y 'METO J—l . PEIYIABTATH
Ha sunper - A mepMI A TAJIIZY
S AP ddmyechi i
{ IWOBTOIQ KOALGPY 3 HATIHLOM KROABOPY 3 HAMHCOM
“TSmE" HOPHUUNOM CHIILGTO “T5mg” QOPHHITOM:-
ROILGPY T8 KOPIYCoM ciporo CHHBOIO KONLOPY Ta
KQABOPY 3.4Hanycon “NAT™ KOy coM: ¢IPOoro
YOPHHMAGM CHELOMD KOILOPY. KOALOPY 4 HATIHTOM
IRAT™ tOpHUTOM
CHIILOIO KOALOPY.
2. [ 1dentification
A) By HPLC method The retention time of myjor peak | By n. 2.4
of sample solution should MQC
corvespang to retention time of ‘Caomplies
peak of standard solution as
obtained in st «Assayn .
B) By UV method, The UV absorption speetrum of By p. 2.b.
the sample solution and standsrd MQC
solution should exhibit maxima Complies
and minima-at the sanye
wavelengths : .
€) Identn" cation by:powder X- | The: diffraction pattern-of the: 1 By p. 2.c.
ray d1ffracucm method uamule should mateh with MOC Enmlies
diffraction paftern of (he '"D"ﬂ.P e
Oschtamivir Phosphate —~ Form A
Inerrudixania B
A)Metonom BFPX . Yae yrprMyBanHa ocHoBuoro mky | 3am. 2.a.
' wirpofy BaHoit posulny morRen | MKS
cnin_rmgéif’r_‘l‘i_ 3 B?nqcsi L:H!'I“M MiKoM ‘Biznosige
CTaHHAPTHOTO PABIHHY M]3l
(tpopenesHi BUnpoly pattin
«Kinskicne gaanaveniyss
B} MeTonpm Yd YO cleRTpH HOrHHAR N 3a 1. 2,6,
BHITPOOOBYBAHOTO POIUHIEY TA NS
pasHHny nopiau‘m'msx IICJBHH.H',i Binaniie
REMOHGTPYBATH MAKCHMY MU §
MIHIMYMH TIPH OIHAROBHX
JOBACHHAX XBUIL C ;
' B) Lnenrndicadis meToom Hupacrorpama sunpobyednoiro | 3an, 2.5
I10POWKOBOT PEUTIENTRCEKOT 3padie NOBHHAA BLOTOD ST MKA Bianasing
Lo o o Biapokinae
“mudpancuii andpaxtorpami Osennraninipy
thocthaty — Dopma A
3. | Average fill weightofcapsule | 160.0mg 5.0 % By p. 3. + sl 6 s
: 1 . MQC 161.8 g

Vkpaita micTo Xapkis

%)m—m CEPTUDIKATIB ]
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NATCO PHARMA LIMITED

Regd. Q. : WATCO HOUSE', Road No. 2

. Bunjara Hills, Hyderabad - 500 034,

Telangana, INDIA. Tel - +91 4(72’354-?532 Fax : +91 40 23548243

CIN ;' L24230TG1981PLCO03201,

www.iilctphanii.co.in

NATFLU - Cerfificite No.: N - - Page 3 of 5
HATDAY ‘ 'Cep'f;i'i[hlr?ﬂ'l' Ne: {— 'MQMJ E24000%6! Ci“itypii:xka 338
REQUIREMENTS FOR FTRO
e . PARAMETER/ - ME(T);}OD ,
Nol | PARAMETER/ BMMO[‘H ,Ii(] MOKATHUKA ANALYSIS RESULTS /
Ne ' HOKABHHR Arshelflifel | panra > PE3VIALTATH
"f” rg{eusa{ ) Ha mepm{u _.M_ETOIL’
7 “Ha sunycx nisQamsidcine AHAJI3Y
Cepenns Maca HANOBHEHR 160,0.m5 % 5,0 % Jan. 3, 161.8
: - O MT
BMICTY KancyJ ‘ MIEST
4, | Water content (By K. Fisher Not more than Nm more‘than | By p. 4. 9.6 Y% wiv
method) 5.0 % wiw. 0 % wiw. MQC .
Bumict sonu (Meronom K. He Ginvue #in He Gisbtire 1bg | Jan. 4 96 % v
Diwepa) 3.0% wiM. 0 % w/m. MKSL o
5. | Uniformity of dosage units The acceptance - {Byps
{USP* < 9052) (by weight value is nat more i MQC, LT 4.6
yariation method) than 15 {L1=15.0; o
L.2=25)
OneopiamicTs ) 'IO".OBal-LM‘( Tpuimansne - Jan. 5
pnuEALL (USP* <905>) uscso ve Ginbule MEA, L1 46
{po3paxyHKOBG-BArOBIHM Hix 15 (L1=15,0; T
METOZOM) L.2=25) _
6. | Assay (by HPLC mt,lhod) The capsules contain not less than | By p..6.
Each capsule contains 95.0'% and not more than 105,0 % | MQC
Oseltamivir phosplmfe uf the labelled amount of 100.7 %
equivalent to Osellamivir 75 Oseltamivir (CisHzN20x)
mg
Kinskicre Bu3navenas Kancyiu MicTamn He MeHe Hik Jam6
(merozom BEPX) 95,0 % & e Bimswe Hik 105,0 % | MKR
Koxua kaneyaa MicTurs BiA 38ABICHOT KinbKOCT] 100.7 %
OsensTaMisipy doctar azeanTamiBipy (CaHaalaOy) o
EXBIBANSHTHO O3]k rammpy 73 .
MP
7. | Dissolition {bv HPLE method) | Not Jess than 830%% (Q) of the Byp.7 D1:104 %
(USP* <713>) Jabelled-amount of Oseltamivir MQC D’): 103 %
Apparatus: 1T (paddles) {C16H1gM:04) is disselved in 15 'D.3-" 02 %
t Medium: 0:1 N HCI min. D4: 10 ;,,“
Vaolume: 900 mil D.\' 1049
) 4 5 - N} (i
Revolution speed: 50 rev./ min. D6: 104 %
. . 3 Vo
Time: 15 min. }
Posyunenns (vMerodom BEPX) | He meinue nin 80% (C) pig a7
(USP* <711>) sassaeHOl KiankoeTi Oseapraminipy | MKH 1 104 %
Mpusa: 1 (ronar) (CreHasN205) posuniseThes 3a 15 - D2: 103 9’
Cepeposuute: 0,1 11 HCI X8, D3 102 %
Q6 enm: 900 mu N4; 100 Y%
Ulsuakicrs cdepris: S0 0b./xs. 1357 104 %
! Hac: 15 x8. DG: 104 9%
L :
YkpaiHa MicTo Xapkis ;
[ng CEPTUOIKATIB| ||
TOB "KOHAPK IHTESIMEA"
No25182226 |
Pharma Divivion, Kothuy (M&P), Rangy Reddy District. Telangang Statz, JNDIA, Fincoade « 509228, 40 O0AE - 25728Y, e-amil; kathwridpaicapharma.co.in



NATCO PHARMA LIMITED

Regd. QFF,

‘NATCO HOUSE", Road Nu. 2, Banjara Hills, Hyderabad - 500 034,
Telangura, INDIA. Tel 1 +91 40 23347532, Fax
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NATFLU . L Page 4 of5
HAT®IY Cepreisony ¥y} 100 EPG00:67 ' Cropinka 4§
REQUIREMENTS FOR i
" e .. PARAMETER/ . “E(T,;Ion R
N{.:i' PARAN{ETERI R BHMO[ u 1O MOKATHAKA ANALYSIS A RESULTS/ ..
Ne NMOKAIHHUK S dm o | ;;;i;:g); if:, METOJ PE3SYALTATH
: : Ho singty Hprdamngcmi AHA.TIBY {
8. | Related impurities (by HPLG By p. 8
method) MQC
Tmpurity A Not more than 1.0 % 0.03 % :
Impurity B Not more than 0.3 %a 0.02 %
Impurity € Not more than 0.2 % 0.05 %
Individual unidentified impurity | Not more than 0.2 % < 0.05 %
Total unidentified impurities Not more than 0.5 % <0.05 %
Total irnpurities Nolmare thain 1.5 % 0.12 %
CynposinHi A0mILHICH (METOLOM 3an. 8
BEPX) MK
Jomiwxa A He Gianine nixe1,0 % 0,03 %4
Jomiwka B He Sizpme uix 0,3 % 0,02 %-
Homiwga C He Ginse nix 0,2 % 0,03 4
InausinyaioHa He Ginvie nix 0.2 % <005 %
HEIAEKTH(IKOBEMA JOMIWKA
Cyma seizenudikoBaHux He Sinbime nine 0.5 % <005 %
AoMiLIoK
Cyma Beix goMilor _He Bbnme give 1,5 ¥ 0,12 %
9. | Microbiglogical purity** By p. 2
Total Aerobic Microbial Count | Not.more than 1000 CFU/g MQC. Complies
Total combined Yeasts and Lspe
Moulds Count Nat more than 100 CFU/g <G>, * Complies
Escherichia coli Should be ubsent /g <62>, Complies
Safmonella species Should be absent /10 g Complies
Pseudomuonay. aeruginosa Should be absent /g Complies
Staphyloceccus aureus. Should be abseiit /g Complies
MikpoBionoriuaa aucteTa** a9
3ara bR Ao aepodHIX He Giapige stk 1000 KVO/r MK Bianoeinac
wiKkpooprauiamin B.CLIA*
Jaranbhe YUeao Aplicaaconns 1d| He Gimbine wisk 100 KYO/r <Hl, ¥ Bianoeinac
nnicenesuy rpudis <H2>,
Escherichia coli Mae Gy wigeytHim /T Bianosigae
Salmonella species Maz Byru ineyrhiM / 10 ¢ Bianoeigac
Pseudomaonas agruginosa Mae By iy BigeyTHim /¢ HBianosinae
Staphylococeus pureus Mae Sy TH BiECYTHIM / 1 Bianouijnae
Labeclling: | Should corvespond to the registered labelling. Complics
Mapxysaunn: | TIoBuHHO BIADOBIJaTH 3RpecCTPORATONMY mvauauum Biauoginae
Packaging: | Should correspoad to the requirements of MQC. Complies
Haxyeaurn: | HogiigyHo BiANOBIAITH BUMGraM MK, Biatoaiaae
Comments: - Current edition of the pharmacopoeia
*# . The test is performed on every 10th batch. re—_

Ykpaiqa MicTo Xupﬂﬂ

KATIB
b 9)@1% CEPTV®IKA lj

TOB "KOHAPK IHTEMEA" 4
f NGZMBZZ?G j

Phgrma Division. Kothur (M&P). ){:mga Reddy Diswict, Telangana S'ate, INDIA, Pineode - 309228, T; 08548 - 257289,

sl kc:[m_r'l'-:_({m:‘:’.l_uphannu.cn,x'n-



Regd, OfF. : WATCO HOUSIE!, Road Ne. 2, Baajara Billy, Flydevabad - 500034,
Telangana, INDLA, Tel: +91 40 23547552, Fax ¢ 191 40 23548243
CIN: L24230TG1981PLC03201, wwwonatcopharma.co.in

NATFLU : ' Certificate No.: T PageSof 5
HAT®JIY ‘ 3 CeprHdiraT Ne: 1{_0010*[‘24000467 Cropinga 555
REQUIREMENTS FOR ————
X T ... PARAMETER/ . MEE,;{.O.D '- o
No/ PARAMETER /- BAMOTH JIO TIOKASHHEA |, v a1 visis RESULYS /
Nz HOKASHHAK “ At release? }1; ;I;Ifgg{:/ _M’ET on | PEIYIALTATH
Ha sunyck abudiangen] AHAIIY '

Cheinical numes of impucities:
bmpurity-A: (3R, 4R, 58)-4-Acetylamino-3-amine-3-(I-ethylpropoxy -1 -cyclohexemes 1-
carboxylic'acid,
tmpurity-B: 4-Acetylamino-3-hydrozybenzoic acid ethy! ester.
Trapurity<C: (3R, 4R, 3$)-4-Amino-3-acetylamine-3-{ I-ethyipropoxy)- 1 -eyelohexenc- l-curboxyiic acid
ethyl ester.
Komerrapiz | * - ,[Luo'lc BUARHUA papMaKomne]

~ Bunpobyvamin 1poBoaHTLSS Ha kaasiiiR 10-i1 u-pn
Xiviami wazsn pomion:
HAomimra A (3R, 4R, aS)~4~ﬂucmmmo-ﬁ-:amum- (l-eTImponoKkEn)- L-UBRToTERECH- | - KBpBOROBS
KHCNOTA,
Moatitnea Br 4-AUcTUAOMiH0-3-FAPOKCHBEHIONHOT KNEAOTH eTUnoBIRA edip,
Honmimia €t (3R, 4R, 5S)-4-Amino-S-auersimamino-3-(1-cruinponocu )- | -ilkiaorerceH- | -kapdouosoy
KHCADTH eTHAOBUI ehip.

I herehy certify that the above information Is authentic and accurave. This baich of product has been
manyfactared, including packaging/labelling and quality conivol analysis, at the ahave mentioned site in fidl
complianee with the GMP requirements of the local Regulatory . Authority and with the specificatton availuble in
regisiratlon dossier. Protocols of hateli. pmcewln gy packaging and analysis records were reviewed and found fo be
in compliance with GMP. I hereby conflrinthat oll production stuges for this batch of finished product were
carried out in fall camph{mw with the requirements specified in 1he current GMP guidelines approved by the

: Ministry of Health of Ukraine,
Luxi 2 3ac6lduyio, wio nasedena sanye indropyianin € docmosiprowe ma mounio. Lw cepiio npodyruii dyao
GUPOBREHO (BRTIOHAIONN RAKYEAHNR/MEPKYBURHA) WA KPOEEICHO KUHMPO:6 1T AKOCHI Ha 814 e3asHauen i
diabnugi y noenll gitnogionocini 3 sumozav:-GMP, 8¢MuHOgICHIMN MICHLGUM PEYAAROPHUAL OP2UWHOM, 4
HaKode 6i0N0BiON0 00 creyupinagii, wio micmumyen 6 pecenpaginosy dacse. lpomoroan eupobnuymsa,
RARVGMIIR VA URQAT3I6 TYA0 NEPLARHYFID ittd gemanpe.Tenn cionoaidnicme GMP. Huat nidmesepdcyio, o wei
SUPOTRIYT cmadil 0an gict cepil zomuol mpodyryls dyqw s0idcreni s nognlit eidnoeionvemi 3-auyozaNu,
SAIRAHERUMU ¢ wurii ngcmanvei 3 GMP, sameepdacenin Minicmepemsom oxoponit 300poa'n Yupaina.
Name and position of persou respousible for the analysis: | V. Rangarao, Senior Manager - QC
Hpizoume va nocaza ocobn, 10 BIANORigac 3a aganii: | B. Panrapao, C:apuum \Ieue;m.cp KA
Sigonature of person responsible for analysis:
Thinnuc ocoGy, o BIAOOBIZAC 34 Al)TI3; i
Name and position of person responsible for batch release: | Arun Kumar, B, Sentor Manager-QA
Hpizsruie Ta pocaa 0co0i, wo Bignosigac sa sunyck cepil: | Apyn Kysap. B, © "meuu-“éku, M\cp-iﬂ

Signature of pevson responsible for bateh release: ﬂéir\a = "’ﬁ\\‘;x.‘\
IMigunc ocolu, WO BiNOoBINNE 32 BENYCK copii: P’ \:;5,"{\
Date of signatore: | 77 g KOTHUR =, }

5 23.09.2024 .

Jarta wignueanng: 500 228 /m)j

R/

YkpaiHa MICTo Xapxis
| png CEPTU®DIKATIB ‘
“KOHAPK IHTENMED

o Ksizgla_z,zz,e,,

Pharma Division, Kothue (M&T), Rungs Reddy Disirict, Telangena State, IMDIA, Pincode - 509228, 23 03548 - 257289, c-mail;



JEPKJITKCIYKBA
NEPYKABHA CJIYIKBA 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMW ¥V T EPHONLJIBCHKINA OBJACTI

Byn. Bpognisceka, 3, M. Tepronink, 46002, 1.(0-3 52) 52-67-57, 25-08-59
E-mail: dls.te@dls.gov.ua, Ko €JIPTIOY 3707651 S

BUCHOBOK
npo AKiCTHL BBE3EHOTO B Vkpainy Jikapeskoro 3acoby
08.11.2024 Ne 59273/24/19
HATQJAY

{HATIMEHYBANUA JTRAPCLREOIO 3ag00y 3rinno 3 peectpailifinnm NOCBIM4CHHAM)
KaTcy s TBepAi o 75 mrj 1o 10 wancya y Ouierepi, no 1 Gricrepy B KAPTOUHI Kopohui

(GOpMA BUIIYCKY, LO3yBaNH, BHIL TIAKY BEHIR Aikapenkoro acedy)
HoMep peecTpauifiHoro nocpimeH S UA/18753/01/03 crpok nii peecTpauiiiHoro nocBinueHHs 14.05.2026
Cepin nikapepkoro 3aco0y Ne 1440029 Kinbkicts peesexoro mikapcskoro 3acoby 10176

Bupo6HUK Hatko Dapma Jlimiten, lugid

(vaiimenypanns BUPOGHIKa JiKapChKOTd Jacoly, Rpaiia NOXOKEHHsL)

BaeseHo B YkpaiHy TosapucTBo 3 06MEXKENOI0 signosinansricTio "Konapk Iureamen'’,

inewr. kox: 25182226

(naitmenypanis Ta kozt 3a €JIPII0Y oprananof ocobu abo npissuute, iM'st, o GatpkoBi izuunol

0co6u - niEnpHemL, 1 MicLe NpoKUBAHIE T4 peecTpauifnmii Homep abnikonol KapTKH MAATHAKA
nojatkis aGo cepis Ta HoMep NACNOpTa)

TIpoToKO0A Bi3yanLHOre KOHTPOIO Bill 23.10.2024 x 03.
JlaGopaTopHMi aHANI3 AKOCTI NIKAPCHKOTO 3aco0y 3aificnenuit:

Jlabopatopis 3 KOHTPOIIO saxocti nikapeskux 3aco6is TOB "ITOBPOBY T-JIKUIIAB" (M. Kuis,
syn. Hosropoa-Cisepenka, 6ya3, HEIKITTIOR] NpuMitueHna 92)

(HaiiMeryBalHs Ta MICHE3HAXOIDKCHHS naGopaTopil, 110 NpoBea naGoparopHyil aHai3 IKeCT))
BUCHOBOK IOLO AKOCTI iKapepKoro 3acoly, BUAARMit JaGopaTopicio Bil 07.11.2024 Ne 1766-24

PesyneraTit TaG0paTopHoOro aHanily SKoCTi JKapCHKOTo 3ac0by 3a nepesipeHIMH IOKA3HUKAMH Bi/UNOBiIAIOTE
BHMOTaM METO/IIB KOHTPOIIO SKOCTI (aHzm'mmHo-r-lopmamm-{o'l’ AOKYMeHTaLii),

3a  pesynbTaTaMH IEPKABHOrO  KOHTPOMO BCTAHOBJIENO, 100 JikapchkHH 3acié  BBe3eHo B Vkpainy 3

JOTPHMAHHAM BHMOT 3aKOHOJABCTBA 100 3abearieteHs SKOCTI NKAPCHKUX 3ac00iB.

4

HauaanbHuk cryxon

Tapac IPOHIB

(initiany ta npisnuuie)

(mocagosa 0coba opraHy AepHaBROro KOHTPOILO)

M.IL : ;

o vopon_|I
yxpaiHa MiCTO Xapkie

O R ﬁ _\ B0 CEPTUOIKATIE l

TOB “KORAPK IHTENMEA" ||
Ne25182220 ___J{
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