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JEPXXABHA CJIYXKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Haaii Critanunofi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dIls.gov.ua, Kog €APITOY 37079055

BUCHOBOK
Npo SAKICTh BBE3€HOr0 B Y KpaiHy JiKapchKoro 3acoby

17.10.2023 No 52740/23/26

KOMBITPUII®

(HaliMeHy BaHHA NiKapebKoro 3acoly 3rifiHo 3 peccTpauifiinM nocsieH s ) :
TabaeTkH; no 8 Tabsaerok y Gaicrepi; no 1 6aicTepy B nauui 3 kaprony; no 10 nayok y

rpynoBiii na4ui 3 KApTOHY

(hopma BHnyCKy. 103yBaHHA, BUA TIAKYBAHHS NIKAPCHKOro 3acoly)

Howmep peecrpauniiivoro nocsinuenns UA/2913/01/01 crpox aif pecctpauiiinoro nocsiietis HEOOMEKCH M

Cepis nikapcbkoro 3aco6y Ne ECP23001Cl1 KinbricTs nre3enoro aikapensoro sacody 30
BupoGuuk _Esepromken Jlaiidg Caencus Jlimiten, Inais
' (HaliMenyBaHig BUPOBHHKA NIKAPCLKOro 3ac00y, Kpaiia HOXOKEHIR)
Beesero B YkpaiHy Tomapucrso 3 o0Mexxenoro BianosigaanHicTio "OPITAHOCIH JITA",
inent. koa: 24377666 -

(HaliMenysatius Ta koa 3a €JIPTIOY opuanuinoi ocobu abo npissuine, iM's. 1o farbkosi (iznunol
ocobu - nianpueMiy, it MicLie npoXuBaHHS Ta peccrpatliftiuuii nomep 0BNIKOBOT KAPTKY NNATHMKA
nojaTkis abo cepig Ta HoMep naciopra)

NpoTokoa Bisyansuoro kontpoao sin 24.08.2023 N 2417/6.
JlabopaTopHu#i aHani3 axocTi nikapcbkoro 3acody 3aificHennii:

Jlabopatopis 3 KOHTpOMO sikocTi Jikapebkux 3acobiz TOB "JIOBPOBY T-JHKHMIIAB" (M. Kuis,
Bys1. Hosropon-CiBepceka, 6yn.3, HOXUTNOBI npuMitictisa 92)

(HaltMeHyBaHHA Ta MICUEIHAXOLKCHHSA ARDOPATEPIT. 1O HPOBS/IA AadOPITOPIHIT Q1L AKOCTT)

BHCHOBOK LO/O AKOCTI JikapcbKoro 3acoly, Buaanuit nadopatopicio sin 16.10.2023 Ne 74-23

PesysibTaTy 1abOpaTOPHOTO aHANI3Y AKOCTI Jikapchkoro 3acoby 3a nepesipeHHMH fTOKasukamy BIANOBIAAI0Th
BMMOTaM METOAIB KOHTPOJIIO AKOCTI (aHANITHYHO-HOPMATHBHOT I0KYMEHTALLIT).

3a pesyabTaTaMH [1epKaBHOrC KOHTPOJIO BCTaHOBAEHO, IU$ fikapcbkuil 3aci0 Bsee3ewo B Ykpainy 3

AOTPHMAHHSAM BY JAKOHOAABCTBA 1010 3abe3neyeHHs A i nikapcbkux 3acobis.

IBan 3AJZIBOPHUX

(iniuianu ta npizsuire)

------ o
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Evertogen Life Sciences Limited

© Evertogen

KOMBIPHUIN®, Yatnetkw Ne 80 cepin Ne ECP23001C1

CERTIFICATE OF ANALYSIS
CEPTU®IKAT AHANI3Y

Product name / Haasa npoaywuii:  COMBIGRIP® | KOMBITPUN®

Ne  24CP23100364

Pharmaceutical form / flikapcexa dopma  tablets ! TabneTium

—— —— e —————— A e+ s e . SR WS :

Strengthipotency / Cuna aifaxmenicts: 500 mg {MI‘] f 30 rng (mr}." 1{} mg (MF} f 2 mg {Mr}

8 tablets in blister. 1 blister in a pack. 10 packs in group pack

Type and size of packaging / Bua | poawip ynasoaku. no 8 TabneToK y 5ﬂ!ETEpI no 1 Gmcrepy B rraqu,t 110 10 nadox y rpyrnnam naquf

1 lablet contain / 1 Taﬁnema MIGTUTL: _
Active substances / fliiodi pevgenn  Paracetamol 500 mg Calfeine 30 mg Phenylephring Hydrochloride 10 mg Chlorpheniramine malgate 2 mg /
I'Iapaqemmnn 500 M. l(u-:pem 3Q mr, wemnecppuw nnpcxnupnn 10 mr, XnopdeHipa MIH]' manear 2 Mr

Manufacturer / BupoGHux 'Evertogen Lafe Sclences Limltedf Enepmn}xeu ﬂauq: Caaucua I'Ilmrre,q

.....

Plot No: $-8 S9. S-13/P & S-14/P TSHC, Pharma SEZ. Green Industrial Park Pnlepally {V] Jadchena (M)
Mahabubnagar Telangana. IN - 508 301 India

Address/ Aapeca |y neEed EcO. Ec-13/TMi va Ec-14/Mi Ti Ec Ad Ad Ci. ®apma Ec | 3er Tpin Ingactpian Napk. Monenanni {Bi).
€a4epna (EM} M_E;aﬁyﬁHamp TEHEHI'EHH IH-508 301. |H,|'.!,IH | o N
Registralion certificale / Peectpayite noceiguenHa  UA291 3!01.'{11 Valid uptn / ﬂmcHe Ao Unhmlted term .’ Heoﬁ ME}KEHHH

o ——— e ! —awrran L LRI TTTTT N

License No / MiyerainNe  19IMNIAPI2014/F/G

Balch Ne / Cepis Ne ECP23001C1 ‘ Balch size / Poamip cepil: 16 250 padcsf ynak
Date of manufaciure / lata BwpobHuyTaa; 06/2023 | Expiry dale / Tepmin npuaatHocT: B 0512026 |
Test Acceptable criteria (at balch reatize) _Result
HanMeHyBaHHA NOKA3MMKG Kp utepil npMIrHATHOCTI { Ha BHnyGH) Peaynetar

Crange or ight o1ange colour with inclugion scared uncoated caplels having imprints of
«Su and «L» on scored side

Description / Onuc Tadnetkn 5ea 050N0HKM NOMEPAH-EBONO aB0 CBITNO-NOMADAHIEEOD KENLOPY 13 Complies {Bignosiaac)
BKPANNEHHAMU NOBISCTO! 0BANLHOT (DOPMK, 3 PUCKOKD MAITS RIABKTKM 4 52 Ta «L» Ha TiA
CIOPOH 1€ pUCKa

Identification / InenTudpikayin

Relention bme of the peak Paracetamol in the chromatogram of the lest solution should
Paracetamol correspond o that :n the chromalogram of he slandard sclulion as obtained in the Assay S
Napayetamon HC YTEVMYBIH-51 Ty TP ETaMONY HA XPOMBTOTPEM BMNDOGYRHD Py BT0Ei e ey Complies {Bianosinae)

YTPVNYEER 1R IKY 303 ETaMOIY Ha XPOMBTODEM HOT-4y NODIBHAHHA B YMOBSX NDOESIEHHA TECTY HA
KIEACHE BOHA-BHH ME0ALETEMONY,

Refenbon ime of the peak Calfeine in the chromatogram of (he test solution should
Caffeine correspond [o Ihf_ll in the chromalogram qf {he standaid snlutiun. as gmained in the Assayi _ _ |
Kotbei %Wmmmwmwwmww Complies (Btanorigac)
ROCDE Hy Ha XPOMATOaM POMAHY NOPIEHRHHR B YWMOEEX MPOSR0EHHA TECTY H2 ILA0HE BrHa-BH4 A
Koy
Retention ime of the peak Phenylephnne hydrochioride m \he chromatogram of the est soluion
shouid comespand ta that in the chromatogram of the standard solution., as obtained in the Assay
Phenylepheine hytrochionde / ®emnadpuny napoxnopws, A yrpvyBa -5 Ny dhesnedipey (0OKNONWIRY HA XPOMETONTEN BMITOTYRAHOM PO-MHy YIRS HECY Complies (Bianosiaac)

YTPeryBx 88 Ny Chernedppa- FPOANCIIY HAXDOMITOMIENA {XX4y KSR 5 B YMOB3X NFOBEAEHHA TECTY
KNMENCHE BAHEHEHHR (e net vy fApoxnomay

Retent:on ime of the peak Chiorpheniramine maleate in the chromatogram af the les| solulion
should correspond L6 that m Lhe chromzlogram of the slandard solution. as oblained in the Assay
Chiorpheniramine maleate / Xnoptherpens-y manear VL YT+ 5 Iy XNODXRHIDansy MENESTY HA XPOMETOIIaW BANDOCYERHO fO0sMy B OBE ATy Complies {Bianoeiaac)

YTEMIAYEGH- 5t Moty XOPDEHDZAAHY MANSATY HA XPCRATIDIDER OP-VHY NODEHFHHA B YMOBAX [I0BCIEHR TECTY 3
- wKUTHOHE BYOHG-EHHE MNODXBEHpaMHY MONETTYS

Maximum on absorplion spectrums of standard and sample solutions at wavelength

Colorant Sunset yellow / BapeHuk xoaTwi 3axig 481 + 3nm 48150  nm {um)

MarTiavyn a600p0uji CTaHRANTHON Ta BMNPOBOAYBAHITD PO3-4He n.m&;mmudm 3 1M
| Average weight/ Cepeaxa maca 710 mg {mr) + 5% 70644  mg (mr)
NG more than iwo of lhe individual weights should deviate by more than + 5% and none |
e ; : deviales by more than = 10% lrom he average weight -0 98

Uniformity of weight / OHopiaHiCTs macy He Ginewe Hix 2 1a5neTku 13 20 MOKYTE MBTU BIAXHNEHHS BIf) CEPEAHBOI MACH GIMbuIe HIX +0 87 &
x 0 % 13 X00H3 TalNETRa He NOBKHHA MATK BIAXMNEHHR Bimblue Hx = 10 %

Hardness / Griwicms a0 poagasmiosarsa NLT 39 2 N / He merwe 39 2 H ‘ 1260  N{H)

COMBIGRIF®, tablets Ne 80 batch Ne ECP23001C 1 10ff12

Factory : Plot No: $-8, 5-9, 5-13/P & 5-14/P TSIC, Pharma SEZ, Green Industrial Park, Polepally (], Jadchierla {M), Mahabubnagar, IN - 509 301. Telangana, India.




Evertogen

Evertogen Life Sciences Limited

KOMBIrPYN®, Tabnetsy Ne BD cepin N2 ECP23004C1
Friability / Ctupanicts NMT 1.0 %/ He binswe 10 % 0t %
Disintegration / Poanaganms N_n_:_:t more than 5 minutes / He Ginswe 15 xguamH ____02 38 min (x.)
Dissolution / PosunsenHn )

Paracetamol / NapaueTtamon NLT 70% {Q) at 45 minutes / He M&Hmé 70% {Q)3a 45 %8 98 %
Calfeine / Kodpem NLT 70% {Q) al 45 minutes / He menwre 70% (Q) 13 45 xs. 100 %
Pheny.F-e;Jhrine hydrochloride ! ®ernedpudy rigpoxnopra NLT 70% {Q) at 45 mminutes { He menwe 70% {Q) 3a 45 xa 96 %
Chiorpherwramine malgale / Xnopdesipaviky Manear NLT 70% {Q) at 45 minules / He mente 70% (Q) a2 45 xp 106 %
Unilormuly af dosage units / OaHopinHic T A0308aHWX 0AMHWLE

Paracetamol / Napayetamon Acceptance value (AV) not more than 15 / MpriaMantHe WHGHO (AV) ne Ginbwe 15 167

Caffeinée / Kodein Acceptance vaiué (AV} not more than 15 / MpuamankHe yvcao (AV) He Binswe 15 730
Phenylephnne hydrothlonds f ®eninedipumy nnpux;;ﬁﬁn Acceptance value (AV) not mare than 15 / Mpuimansre yneno {AV) He Binbwe 15 | J 50
Chioepheniraming maleate / Xoprheripewiy waneas Acceptance value {AV) not more than 15 / Npuimamsie ucno {AV) He Binbwe 15 9.6

Related substances / Cynpogigii Aomilum - T

4-Aminephenol / 4-Aminotesion Not more than 8 1 %/ He Binbure 0 1 % 000 %
4-chloroacetanilide / 4-xnopauerarinia Not more than 10 ppm / He Ginwe 10 ppm Nt delected (He suseneno)
Any unspecified impurity / Byae-ska Hesigoma AoMitKka | Not more than 0.20 %/ He Binewe 0.20 % 001%

Total impurities / Cyma aomiwiok Not more than 2.5 % f He Ginswe 2.5 % 002%

Microbiat Limit Test / MikpobionoriyHa uucToTa

Total aerobic microbial count {TAMC) /3aranshe yucno x

UTTEIRATHIX 2epobrux MiKpoopramiamis {TAMC)

NMT 102 CFU/g / He Ginbwe 102 KYQIr

Total combine yeastéf mouids count (TYMC) ! 3aranHe wicno ApERAKOBUX Ta naicsneux mubie (TYMC)

<10  CFUlg (YOI )

NMT 102 CFU/Q / He Binblie 102 KYO{ ¢

<10 CFUig (KYO! 1)

Eschencha cob

S_hmﬂd he absent per 1 g / He fonyckactscs HaRaHiCTLE 17

Absent (BiacyrHi)

Assay (at release) / KinbkicHe auaHaueHHA {Ha BunyCk)

Paracetamol / Napauertamon

475 0 g — 525.0 mgitab / 475.0 wr — 525 0 iradn

488 7 mgltab {mriTab }

Calfeine / Kodein

28.5mg - 31 5 mgitab. f 28.5 mr — 31.5 mr/rabn

303 mgftab.(r/Ta6 )

Phenylephone hwdrochlorde / @ermnedipuny rapoxnopul

9.5 mg ~ 10 5 mgftab /9.5 mr— 10.5 mritabn,

100 mghtab.(mrfTab.)

Chicrphentramine maleate / Xnopcheripavidy Manear

1.9 mg - 2.1 mo/tab /19 mr 2 1 mrirabn,

28 mgfiab.{mrf1ab )

CONCLUSION { BAUCHOBOK

The tests are performed m accordance with MQC of the manufaciurer that approved by MoH of Ukraine,
[n the opinion of the undersigned the sample referred (0 above 1s of standard quality is defined in the MQC
| hereby certily thal the above informalion is authentic and accurale This batch of praducl has been manufactured mcluding packagingaabeling and qualiy coniro! 2 the above-menlioned

site in ull complance with the GMP requirements of the local Reguatory Authorily and with Lhe specification availa

recorgs were reviewed - found 1o be in compliance with GMP

BunpoGysarua ApasefeH BANOBIOHC AC MKH Brpodivka WD JaTBepaxeH: HakasoM MO3 YKpaIHu.
JriGHO BACHOBKY HUXHUENINKEEHOMO BULLLEBKA3AHKA IPAIOK MAE CTHOBPTHI NOKFIHWKA AKOCTI repaabaveni MKH

Unm 1 33CBIANYI0 10 HABEAEHD BHWE IMPOPMALIS € BOCTOBINHOR Ta TewHOK L0 Cepio NpoAyKLgr GYND BHPOBREHE (BKMOuEKNM NAKyB S ABPRYESHHA) T4 KOHTPONL I AKOCTI HA

_ BALEIBIHAYEHI BUPOOHAYIA fiNkHULY MPOBENEAHO ¥ NOBHIM

BIANORIAHOLCTI 3 BusaraM GMP  BCTaHoEREHKUMY MiC

MICTHTLCR B PEECT PRIpARTES pmmnnu BHPCOHALTBR, NANYBSHMA Ta aHanizie ByNK NeperraHyTi - 8CTAHOSNEHO signoBigHcTe GMP
MHA

ble In regsstralion dosster The baich processing packaging and analysis

USBHM DEryARTOPHAM ODF3HOM 3 TaKOX BIANOBIRHY [O Cheumdikalil wo

COMBIGRIP®, tablets N= 80 batch MNe ECP230041C1

18-07-2023

y—\’ﬁ, 2.\ Person, authorizing the batch refease | OcoSa, gifnobiganswka 3a sunyck cepll
P F o . -
&‘ inivasedRao SONG Manager QA
| & ame ‘ Mpa . ' 2\ Position ¢/ Nocapa Signature 1 Mianue
g ﬂm A Wb g 2
5 W 3 w
e ) 720 /o &
Y OA rQh‘-

ekl

Date of signawre ~Jara manucands

20ffa 2

Office : GV Chambers, 7-2-C8 & €8/2, I.E., Sanathnagar, Hyderabad - 500 018, Telangana, India. www.evertogen.com, CIN No. U24232TG2013PLCORS349
Factory : Plot No: 5-8, $-9, 5-13/P & S-14/P TSIIC, Pharma SEZ, Green Industrial Park, Polepally {V), Jadcherla (M}, Mahabubnagar, IN - 509 301. Telangana, india,




