Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS

Dr, Reddy's Laboratories Ltcl.
Formutation Unit-6

Vil rhe

i, Bacdi,
il

CEPTHOHKAT AHAJTNH3A

Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Mpoayxkr: Keropon® Sxcnpece (keroposak) Tabaerku, Jucneprupyenmsic B 0OJ0CTH PTa, 10 mMr

Market / PoIHOK :Russia / Poccus

Batch No / . ! Batch Quantity / ~ 3600000 tab /

Cepns No Sl O6nem cepun " 3600000 Tab

ol . 040002840800 Date of Amalysis/ . 303 5095

AnanuTnaecknil order Ne Jlata ananu3a

Date of Manufacture / . 02/2025 I?ate of Expiry / . 01/2027

Jara npon3BoACTBA — Tosen 1o

Mfg. License No. / i - !

IpouzsoacTECHHAA : MNB/05/263 MA number: / - DUERE(IA RS
Homep PY RU)

Jnnenzug Ne

Analysis performed according ND:

/’Ananwu3 npoeenen no HJI: JII-No(004669)-(PT-RU)-190224

Pagelof9/Crp.1m39

iﬂo Test / [lokasarenb Results / PesynbTaThbl Specification / Hopma
1 Description / Onucanne Light yellow round flat beveled Light yellow round flat beveled tablets

tablets with "|" debossed on one
side. / Kpyrnsle njiockue
Tabnerxu c dacko#, creTo-
JKEJITOTO L(BETa C FPaBHPOBKOH
«I» Ha 0AHOl’ CTOpOHE.

with " debossed on one side, / Kpyrnbie
wiockue TabneTkn ¢ ackoil, CBETNO-
KENTOr0 MBETA C IpaBUPOBKOH «l» Ha
OIHOM CTOPOHE.

2 Identification / MaenTnd

HKaUuHs

Ketorolac / Kemoponax

Complies / COOTBETCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-criekTpsl IOMMOLUEHUA
HCIIBITYEMOTO pacTBopa M  pacTBOpa
crangapTHoro  ofpaiua  KeTopo/jaka
TPOMETaMMHA JOJDKHBI HMETH
MaKCHMYMBI MpU OIHOM U TOW xe AnuHe
BOJHEI (£ 2 HM).

Remarks : The Product conforms to ND/

IIpumeuanue: [TPOAYKT COOTBETCTBYET Tﬁeﬁonannﬂm HI

Conclusion : APPROVED /
3axnryenne: QJJOKPEHO

Prepared by / Checked by / Approved by: Manage}/Exccutive /
TMoarorosneno: Yoaesh Chauhan | Ilposepeno: Santosh Kumar | Omo6peno: Menemwiep} / Pyrosoauresis
/ Maurya {3; Abhishek Chauhan

§ 4 23—
Reprint Date / ~ Reprint Date / Reprint Date /
Jara: 13.03.2025 Jara: 13.03.2025 JHara: 13.03.2025

Registo




Di. Reddy's Laboratoeries £1d,
ioni nit-6

Dr.Reddy's ":‘

CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIU3A

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Tpoxykr: Keropoa® Ixcnpece (KETopoaaK) TaGerkn, Acnepripyemuie B noaocts pra, 10 mr g
| Market / Prinox :Russia / Poceys
Batch No / : Batch Quantity / . 3600000 tab /
Cepus Ne 9 V2300520 O6bem cepuit " 3600000 T26
Analytical Repo:‘t No/ - 040002840800 Date of Analysis / . 13.03.2025
ARaanTHYeCKHI oTUeT Ne IlaTa anannza
i G BT . 02/2025 Date of Expiry / - 01/2027
HlaTa npoussoncrea o’ T'ogen 1o
Mfg. License No. /
IIponzBoacTBCHHAR : MNB/05/263 MA number: / : JINI-Ne(004669)-(PT-
Homep PY RU)
Jauenzus Ne
Analysis performed according ND: / Auanns nposeaen mo HJI: JITI-No(004669)-( PI'-RU)-190224

Page2of 9/Crp. 2 n3 9

No

No Test / IlokazaTennb Results / PesynabTaTh! Specification / Hopma

Complies / CooTBETCTBYET The retention time of the main peak on the
chromatogram of test solution should
correspond to that on the chromatogram of
ketorolac tromethamine standard solution
(Assay scction). / Bpems ylepXuBaHUs
OCHOBHOI'0 THKa Ha XpOMaTorpamMe
HCMIBITYEMOTrO pacTBOpa JOJDKHO
COOTBETCTBOBATL BPEMEHH YHEP)KHBaHHA
OCHOBHOIO [fIMKa Ha XpoMaTorpamme
pactBopa CTaHAAPTHOTO ofpasua
KkeToponlaka  TpoMeTamuHa  (paspmen
«KonMM4YecTREHHOE ONPENENICHUE).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
[Mpumeqanue: [Ipopykr coorBeTcTRYeT TpebosanusaM HJI 3axnouenne: OJOBPEHO

Prepared by / Checked by / ) Approved by: Manader/Executive /
IToprotosneno: Yoggsh Chauhat | TIpoBepeno: Santosh Kumar | OuoGpenu: Meneukdp / Pykugowni ers
5 | Maurya | Abhishek Chauhan T
4 i o " l.‘ - _

Reprint Date/ Reprint Date / Reprint Date /
Jara: 13.03.2025 Jara: 13.03.2025 Hara: 13.03.2025

fepiste




Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIA3A T

'mtorol Express (keto;olac) Orally Disintegrating Tablets 10 mg
Iponyxt: Keropon® 3xcnpece (Keroposak) TabaeTks, AHCHEPINPYEMbIC B MOJOCTH. pra, 10 mr i R

Market / Poinok :Russia / Poccus >
Batch No / . Batch Quantity / 3600000 tab /

| Cepusi Ne A O6beM cepin " 3600000 Tab
Analytical Repo‘f’t No/ . 040002840800 Date of Analysis / . 13.03.2025
AHanuTHyecKHiH oTaer Ne Jlara aHaJIM32 _
Date of Manpufacture / © 02/2025 Date of Expiry / . 01/2027
/lata npon3BoACTBA - Togen 10 = -
Mfg. License No. /

. MA number: / - JITE-Ne(004669)-(PT'-

IIpousgoacTBeHHAR : MNB/05/263 Howmep PY * RU)

JinueH3un No

1

_Analysis performed according ND: / Ananus nposeien mo HJ: JITI-Ne(004669)-(PI'-RU)-190224

Page30of9/Crp.3 113 9

ioo Test / [lokazaTens Results / Pe3yanTaThl Specification / Hopma
Butylhydroxyanisole / Complies / CooTBeTCTBYET The retention times of 2-
Bymunzudpoxcuanuzon butylhydroxyanisole and 3-

butylhydroxyanisole. peaks on the
chromatogram of the test solution should
corrcspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole

content" section). / Bpewmena
YIePKUBAHHS [TMKOB
2-6yTUNTHAPOKCHAHH30J1a H
3-6yTHITHAPOKCHAHK3012 Ha

XPOMaTOrpaMMC MCIILITYEMOTO pacTaopa
HOJDKHSI  COOTBETCTBOBAThH  BpPEMEHaM

YAEPKUBAHHA TIHKOB
2-0yTHIrHIpOKCHaHKM3oNa n
3-6yTHITHAPOKCHAHHK30A Ha

XpoMaTorpaMme pacTBopa CTaHAAapPTHOTO
o6pasia GyTHIIMEPOKCHaHH3071a (pasielt
«Cogepxanue
GYTHITHAPOKCHAHU3ONAY).

Remarks : The Product conforms to ND/
INpumeuanve: Ipoaykr coorsercTayet TpeboBanmsim H/I

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by /

Ioxarorosneno: Yogesh Chauhan
8 /

Checked by /
Ilposepeno: Santosh Kumar
Maurya

ke

Approved by: Mandger/Executive /
Onobpeno: Meuensiep / PykosoanTens
Abhishek Chauhan

Reprint Date/
Jara: 13.03.2025

Reprint Date /
Hara: 13.03.2025

Reprint Date / 1
Jara: 13.03.2025




Dr.Reddy’s “:“.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoayxr: Keropon® Skenpece (KeTopoiak) TabJeTKR, ANCHEPrupyeMble B MOJOCTH PTa, 0mr

Market / Prisok :Russia / Poceus
Batch No / ] Batch Quantity / 3600000 tab/
Cepng Ne 42200330 O6bem cepHi * 3600000 126
Analytical Report No/ - 040002840800 Date of Analysis / - 13.03.2025
ARanuTHyeckHii oTyer No JaTa anaansa
Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
Hara npousnoacTea - - T'osen 1o _ =
Mfg. License No. /

: MA number: / JITI-Ne(004669)-(PT -
IIpoussoncTEeHHAA : MNB/05/263 Howtep PY ' RU)

JIMneH3uns Ne

Analysis performed according ND: / Anaqus nposejien 1o H1: JITI-Ne(004669)-(PT’ -RL’)-IQOZI?

Page 4 0of 9/ Cip.4 n3 9

OaHOPOXHOCTL MACCHI

‘I;J%o Test / [ToxasaTeab Results / PesynabTaThl Specification / Hopma
3 Average weight / Cpenusia 69.4 mg / 69.4 mr 67.2 mg to 72.8 mg (70.0 mg + 4.0 %). /
macea . Ot 67,2 mMr 1o 72,8 mr (70,0 Mr £ 4,0 %).
Complies / CooTBeTCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not morc than + 20 %. /
18/20 Tabnetox — He 6Gonee = 10 %;
2/20 Tabnetok — He Gosee + 20 %.

4 Disintegration time / 00 min 25 sec / 00 muy 25 cex Not more than 3 min. / He 6onee 3 Muy,
PacnanaemocThb
5 Dissolution / PacTBopenne Unit-1/ Tabn-1 98 % Not less than 75% (Q) of
. s Ci15H13NO3*C4H  1INOs (ketorolac
Unit-2 / Tabxn-2 e tromethamine) in 15 min. / He meHee
Unit-3 / Ta61-3 95 % 75 % Q) CisH1sNO;3-CeH1NO;3
. (xeToponaka TPOMETaMMK) depes 15 MuH.
Unit-4 / Tabn4 102 %
Unit-5 / Taba-5 102 %
Unit-6 / Tabn-6 100 %

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

[Mpumeuanre: IpomykT cooTBeTcTBYeT Tpebosanuam HIT 3akmouenne: OQJOBPEHO

Prepared by / Checked by / Approved by: Managér/Executive /

1loprotosneso: Yogesh Chauhan | IIposepero; Santosh Kumar | OnoBpeno: Menemkep / Pykosoairens
/ A Maurya CL Abhishek Chauhan
J L

Reprint Date/ Reprint Date / Reprint Date /
Hara: 13.03.2025 Iara: 13.03.2025 Jara: 13.03.2025




Dr.Reddy’s Qf‘

T JOCRLOTIRE L8G.

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHATTH3A

|Product ; Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Hpoayicr: Keropoa® Dxenpece (KeTopoak) TabneTki, Aucneprupyemele B no1octn pra, 10 mr S
Market / Poinok :Russia / Poccus }

Batch No / y Batch Quantity / _ 3600000 tab /
Cepusn Ne T O6bem cepin ' 3600000 Tab
Ana}ytlcal Repo:’t No/ . 040002840800 Date of Analysis / . 13.03.2025
AHamutnyeckuii oTyeT Ne JlaTa aHa/IH32

Date of Manufacture / . 02/2025 Date of Expiry/ : 0172027

JaTta npou3BogcTBa T'oaen oo

A8 LLI9ants N _ MA number: /  JIII-Ne(004669)~(PT'-
IIponssopcTBeHHAs : MNB/05/263 :

Homep PY RU)
JHIeH3us Ne
Analysis performed according ND: / Anaans nposeaen no HJI: JITI-Ne(004669)- (PT-RU)-190224

Page S of 9/ Crp. S n3 9

TIpumevanue: [IpoaykT cooTBeTcTBYeT TpeboBauuam HII

3akmouenne: OJJOBPEHO

i.f Test / [Toxa3zaTenn Results / PesyabTaTsl Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
JAucnepcHocTb 710 pm sieve is formed. / O6pasyercs
ONHOpPOAHAs CYCICH3WA, OPOXOAsLIAs
CKBO3b CHTO € pa3MepoM OTBEpCTHH
710 MxM.
=7 Impurities / Ipumecu R
1-hydroxy analog of Below LOQ (LOQ = 0.0032 %) / not more than 0.5 %; / 11e 6onee 0,5 %;
ketorolac: / Hixe npeacna KoNnu4CCTBCHHOTO
1-rUApOKCHAHATIOr onpeaencuud (IMKO = 0.0032%)
KeTOpoJiaKa
1-keto analog of ketorolac / 0.06% not more than 0.8 %; / ne 6onec 0,8 %;
1-keToaHanoT KETOpOJIaKa
unidentified impurity / 0.03% not more than 0.5 %; / He 6onee 0,5 %;
eIHHUYHas
HeHneHTH(hNLUpOBaHHASA
NpHUMeECh
total impurities / 0.1% not more than 1.0 %. / He 6onee l_,O_%._ ]
CyMMa npuMeceH
8 Water content / 26% Not more than 7.0 %. /
CofepxaHHe BOAbI He 6onee 7,0 %.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

Prepared by / Checked by /

ITposepeno: Santosh Kumar

Approved by: Managék!E*wcum e/
OmnobpeHo: Mene,:m\e vV Pyl\onrmrrem.

Jata: 13.03.2025 Jara: 13.03.2025

Ioaroroiaeno: Yogesh Chauhan
/ 7 Maurya s Abhishek Chauhan
y/ i
Reprint Date / = Reprint Date / Reprint Date /

Jata: 13.03.2025




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTHU3A

[Product : Ketorol Express (keto_rolac) Orally Disintegrating Tablets 10 mg
Mporyxr: Keropos™ Ixcnpece (Keropodar) Tabierkn, AHCHEPrUpyeMuIe B 10J0CTH PTA, 10 mr

Market / Peinok :Russia / Poccus

Batch No / . Batch Quantity / ~ 3600000 tab /

Cepus Ne Rl B3 O6Bem cepun " 3600000 Tab

Analytical Repoz’t No/ . 040002840800 Date of Analysis / . 13.03.2025

Anaantuuecknit orver Ne Jara ananausa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027

Jara npon3BoacTea I'ogen o

Mfg. License No. / . o

IIpoussoacTBenHasN : MNB/05/263 RIS bex:t : JIIL-Ne(004663)-~(PT -
: Homep PY RU)

JHuensnn Ne

Analysis performed according ND: / Ananmns nposenen mo HJI: JITT-Na(004669)-(PT-RU)-190224

Page 6 of 9/ Cip. 6 3 9

—t

I;.:) Test / Ioka3aTens Results / PesynabTatsl Specification / Hopma
9 Residual solvents / OcTaTo4uHble 0PraHHYECKHE PACTBOPUTEIH N
Isopropy! alcohol / 07 pgftab / Not more than 350 pg/tab. /
H3zonponaHon 07 mxr B Tabnerke He 6onee 350 mxr 8 TabneTke.

10 | Microbiolegical purity*/ Muxpo6uonornueckas qucrora*

Total Aerobic Microbial
Count / o611ee yucno

not more than 10° CFU/g; /
ye Gonee 10° KOE/T;

OaHOpOaHOCTH
JA03HPOBAHHDIX eAHHHIY

15.0 Tloka3aTenb npHeMIeMocTH (A V)
nomxeH 66Th He Gonee 15,0.

NA
29pO6HBIX MUKPO-
OpraHu3MOB
Total Combined Yeast and not more than 10° CFU/g; /
mold count / o6111ee YUCIO NA ue Gonee 10* KOE/r;
JPOMOKEBBIX U TICCHEBBIX :
rpu6os
Escherichiv Coli pe— - " ahell bo abvont in 1 grary. / Er
oTcyrcTBuE B 1 I.
11 Uniformity of dosage units / 12.1 Acceptance value (4F) not more than ]

Remarks : The Product conforms to ND/

ITpumeuanne: [TpoaykT cooTBeTcTBYET Tpebosatiam HII

Conclusion : APPROVED /
3aknwuesne: OMOBREHO

Prepared by / Checked by / . Approved by: Manager/Executive /
onroroeneno: Yogesh Chauhan | ITposepero: Santosh Kumar | Ogobpeno: Menemiep, Pyrosdanrens
: Maurya |é?- Abhishek Chavhan || | T
17" [ -
Reprint Date / E Reprint Date / Reprint Date /
Hara: 13.03.2025 Hara: 13.03.2025 Jata: 13.03.2025




Dr.Reddy’s ‘g’.

CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIHM3A

Market / PpiHOK

[Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Tpoayxr: Keropon® Jxenpece (keTopoaak) TabeTku, AUCHEPrHpYyeMbIe B TI0I0CTH PT4, 10 Mmr l

:Russia / Poccus

Batch No / ] | Batch Quantity / 3600000 tab /
Cepus Ne A b O6bem cepun " 3600000 126
~Analytical Repo:‘t No / . 040002840800 Date of Analysis / . 13.03.2025
AnaJduTHyeckKHH oTuet Ne JlaTa anamusa

Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
JlaTta npou3BoJCTEA INonen o

Mfg. License No. / , . "
Ipoussoacreennas : MNB/05/263 MA number; / : JIIL-Ne(604669)~(PT-

Homep PY RU)

JHuenzust Ne

_Analysis performed according ND: / Ananns nposeaen mo HJI: JIH—.N‘Q(00466!_J]-(PF—RID-190224

No

Test / Iloka3aTennb
Ne

Results / PesynbTaTst

Page 70f9/Crp. 7139

Specification / Hopma

12 | Assay/KonnyecTBeHHOE
onpenesieHHe

9.8mg/9.8 mMr
(98.5 %)

From 90mg to 11.0 mg of
C15sH;aNO;C4H;INO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr no
11,0 mr C)sH;3NO3;*CsH | 1 NO3
(xeToponaka tpomeramuH) (ot 90,0 no
110,0 % OT 3afBIEHHOrC KOIWYECTBa) B
TabneTke.

13 | Butylhydroxyanisole
content / Coaep:xxaHne
Gy THATHAPOKCHANIH3012

0.0960 mg/tab /
0.0960 mr B TabneTke

Not less than 0.042 mg/tab. /
He menee 0,042 mr B TabneTke.

14 | Package description /
OnHcanne ynakoBkH

10 tablets in a blister of
(PA/AL/PE with
desiccant/HDPE) foil // (PE/AL)
foil. 2 hlistera with  pationt
information leaflet in a carlon
pack. / Tlo 10 Tabnerok B
6mucrecpe w3 (TIA/AJI/TID ¢
pnaronornorutenem/I13BI1)

donsru // (I13/AJ1) doneru. Ilo
2 6mucTepa BMECTE C JIMCTKOM-
BKJIABIIEM B nayxy

" KapTOHHYIO.

10 tablets in a blister of (PA/AL/PE with
desiccant/HDPE) foil // (PE/AL) foil. 1 or
2 blisters with patient information leaflet
in n carton pack. / Tlo 10 Ta6neTox n
faucrepe 3 (TTA/AJVIID c
sraronornotutenem/[13BI1) doasru //
(M3/AJ) poneru. o 1 unn 2 GaucTepa
BMECTE C JUCTKOM-BKIaAbIIIEM B TAUKy
KapTOHHYIO.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeywanne: [Iponykr cooTBeTCTBYCT Tpeboanuam HJI 3axnwouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
Ilonrorosneno: Yogesh Chauhan | Iposepeno: Santosh Kumar | Onobpeno: Menezwijep / Pyrgiomutens
/)’7 / ; Maurya r’:; Abhishek Chauhan Tﬂ
f" r | ‘¥
Reprint Date / N Reprint Date / Reprint Date /
Jara: 13.03.2025 Jarta: 13.03.2025 JHara: 13.03.2025




Dr.Reddy’s “:’

CERTIFICATE OF ANALYSIS

boratcries Ltd

CEPTHPUKAT AHAJIM3A

lProduct : Ketorol E Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Dxcnpece (keToposak) TabIeTkn, Aicnepripyessic B MoJocTH pra, 10 mr =
Market / Poinok :Russia / Poccus

Batch No / : | Batch Quantity / _ 3600000 tab /

Cepua Ne {VPRUERY O6bem cepHH " 3600000 Tab

Analytical Repovrt No / - 040002840800 Date of Analysis / . 13.03.2025
AHanuTHuecKHi oTyeT Ne JlaTa aHaJH3Aa

Date of Manufacture / . 02/2025 Date of Expiry / . 01/2027
| JIaTa npou3BoACTBA — Topen a0 |
Mfg. License No. /

IIpouzsoacTBEHHAA : MNB/05/263 BL number. g : S

Homep PY RU)
aHuen3us Ne =
Analysis performed according ND: / Anaans npoeeaen no HJI: JII-Ne(004669)-(PT-RU)-190224 _ |

Page80of9/Crp. 8 3 9

* When the drug product is released, the quality control for Microbiological Purity is performed for one batch in
every 20 batches or one batch per year whichever is more.

* YIpn BHITYCKe JEKAPCTBEHHOT0 NPenapaTa KOHTPOIb Ka4ecTBa No nokasaTenio «VMukpobuosiorndeckan
YHCETOTA» NPOBOAMTCH AJIst Kaxcaoii 20-0/ cepuM, HNK AJIA OXHO#H CepHU B TR, B 3aBHCUMOCTH OT TOr0, 4TO

HACTYINT PaHblle.

API name / Haumenoranne ADC:

Ketorolac tromethamine / Ketoponaka TpomMeTraMyH

INN/ MHH:

Ketorolac / Ketoponax

API manufacturer batch number /
Homep cepuu npouseogurteas ADC:

ABRHO007886, ABRH0O07887

FP Manufacturer API Batch number /
Homep cepHH cy0CTAHIHH NPOM3BOAATEIH

I'JID:

FERA00521, FERA00522

API Manufactured by & country /
ITpoussoautens AP®C, crpana:

Dr. Reddy's Laboratories Ltd., India /
JI-p Pennu'c JlaGoparopuc JIta., Muaus

Name, address, authorization No for FP
manufacturing slie / Control slte / Release
site /

Hanmenosanue, agpec, JHIEH3Hs IS
IIpon3BoACTBEHHAA NIOIAAKA / Tlnomaaka
KonTpous Kadectsa / ILiomanxa Bpinycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagapli Ruad, Baddi, Distt. Sulau (11I) 173205, Iudia (license No
MNB/05/263) /

J-p Pennu’c Jlaboparopuc JIra., Munus, [lpoussoacTBeHHOE
nionpaszenenue-6, Bui. Kxons, Hanarapx Poyn, bannu, JIucTpukT
Conawu, X.I1., 173205, Uuaua (nuuensus Homep MNB/05/263)

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of

Remarks : The Product conforms to ND/

[Tpumeuanue: I1poaykT cooTBeTcTBYET TpeboBanmam HJI

Conclusion : APPROVED /
3axmouenne: OJJOBAEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Ionrotosneno: Yogesh Chauhan | Ilpoeepeno: Santosh Kumar | Ono6peno: Menemwiep | Pykosoguress
,/ / Maurya { Abhishek Chauhan | J
/ o . - '\k___//
Reprint Date / = Reprint Date / Reprint Date /
JlaTa: 13.03.2025 Hara: 13.03.2025 Jara: 13.03.2025




Dr.Reddy’s ‘;‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJTM3A
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg R ]
Opoaykr: Keropoa® Ixenpece (keroposak) TadaeTky, AHCHeprapyemele B NONOCTH PTa, 10 mr =
| Market / Poiaok :Russia / Poccus oy
Batch No / ! Batch Quantity / . 3600000 tab /
Cepus Ne g 2IER O61em cepui ' 3600000 Tab
analeccallEp e NG - 040002840800 Date of Analysis/ . 5 g3 505
AHannTHYecKHH oTueT Ne JlaTa anaan3a :
Date of Manufacture / - 02/2025 Date of Expiry / . 01/2027
JaTa npou3BoACTBa T'open g0 i
Mfz. License No. / : MA number: /  JITT-Ne(004669)-(PT -
IMponzpogcTBeHHAS : MNB/05/263 :
Homep PY RU)
_nnuensus Ne - =
Analysis performed according ND: / Auasins nposegen no HJL: JITI-No( 004669)-(PT-RU)-190224

' Page9of9/Ctp. 93 9
product has been manufactured, including packaging/labeling and quality control at the above mentioned site(s) in
full compliance with the GMP requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/00554-2022 dt.
02 September 2022) and requirements to the medicinal quality and with the specifications in the Marketing
Authorization dossier of the importing country. Production, packaging and testing records are verified and their
compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3akmouenue 0 cooTBeTcTBHH: «HACTOSIIEM 4 MOATBEPKAAIO, YTO IPHUBEICHHAS BBILNIE MHGOPMALIKS SBIISIETCS
JOCTOBEPHOR M TOYHOMN. DTa CepHs NPOXYKIWMH NpOM3BELEHa (BKIIOYas ynakoBKy (MapKHPOBKY) H KOHTPOJE
KAYeCTBA) HA BEINIEYKa3aHHOM NPOM3BOACTBEHHON IUTONIaAKe (IIIOmagkax) B IIONHOM COOTBETCTBHH C
TpeGoBaruaMA JIpaBui HamIeXallel IpOM3BOACTBEHHON NpaKTHKK EBpasHMCKOTO 3KOHOMHUHECKOTO COX03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 centsbps 2022) u TpeboBaHUAMHE KOHTPOIIS KadeCTBa JIEKAPCTBEHHBIX CPEICTB,
a TAK)Xe B COOTBCTCTBHH CO CHEHH(HKAIMAMY, COAEPKAIHUMHCA B PETHCTPAllHOHHOM J0ChE CTPAHBI-UMITOPTEPA.
3aIHCH 110 IPOM3BOJICTBY, YIIAKOBKE H AHATH3Y NPOBEPEHE], H YCTAHOBJIEHO HX COOTBETCTBHE TpeboBanmsM Ipasun
HaJUIeXallei IpOU3BOACTBEHHOM TpaxTrkyi EBpasuiickoro S5KOHOMHYECKOI0 COrO3a.

" Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Remarks : The Product conforms to ND/
TIpumeuadue: 1IpoaykT coorseTcTBYeT TpeboBanuam HJI
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