Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

Dr. Reddy's L.aboratories Ltd .
Formutation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
[el : +91 98166 56001-02

CEPTUOUKAT AHATU3IA

v, drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Hpoaykr: Ketopon® Sxenpecc (keTopoaak) TabuieTkH, JucHeprupyemble B noxocTi pra, 10 mr

Market / Pomok :Russia / Poccus

Batch No / - Batch Quantity / _ 3600000 tab /

Cepns Ne i V2402992 O6bem cepunt " 3600000 Tab

Analytical Repourt No / - 040002696587 Date of Analysis / - 19.10.2024

AnannTrdecknii oTuer Ne JaTa anaausa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara nponspoacTBa Toaen oo

Mfg. License No. / i

IlponssogcrBeHHan : MNB/05/263 e / z AL B0 509 (R
Homep PY RU)

JIMneH3ust Ne

Analysis performed according ND: / Anann3 nposenen no HJI: JITI-Ne((104669)-(PT-RU)-190224

Page10f9/Crp. 1 u3 9

No
Ne

Test / IToxaszarens

Results / PesybTate!

Specification / Hopma

1 Description / Onncanue

Light yellow round flat beveled
tablets with "|" debossed on one
side. / Kpyruble nmiockue
TabneTku ¢ Gackoii, cBeTIO-
HKENTOTO LIBETA C TPaBUPOBKOi
«l» Ha oaHOIi cTopoHe.

Light yellow round flat beveled tablets
with "|* debossed on one side. / Kpyraste
nnockue Tabnetkn ¢ (ackol, cBeTo-
XKeJTOr0 UBETAa C CPaBUPOBKOH «l» Ha
OLHOH CTOPOHE.

2 Identification / MaenTndukanun

Ketorolac / Kemoponax

Complies / CooTBeTCTBYET

UV spectra of the test solution and
ketorolac tromethamine standard solution
should have peaks at the same wavelength
(= 2nm). / Y®-cnexTpel NOTNOIIEHHS

HCTILITYEMOrO pacTBopa W  pacTBOpA
craHpapTHoro  ofjpasitia  KeToponaka
TPOMETaMHIIa JOMKHEB HUMETH

MaKCHMYMEI TIpY OJHOMH M TOH XK€ JUIHHE
BonHbl (£ 2 HM).

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

IIpumeuanue: TIpoaykT cooTBeTcTByeT Tpebosauuam HJJ 3akmouenne: OJOBEPEHO

Prepared by / ) Checked by / Approved by: Manager/Executive /

TlonroToBneHo: Pravesh Rana [posepeuo: Santosh Kumar | Onobpeno: Menemwkep / Pykosoautens
r f Maurya Amit Kumar /\(?,

Reprint Date / Reprint Date / Reprint Date / i

Jata: 19.10.2024 Jata: 19.10.2024 Jara: 19.10.2024

Hydoranad - 50C037, Telangana. India

maiii@drreddys.com




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's L.aboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Gistt. Solan, H.P, 173 205, INDIA
Tel : +91 98156 56001-02

CEPTHOUKAT AHAJIM3A

www.drreddys.com

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

Ipogyxkr: KeTopon® Oxcnpece (keTOPOJAK) TAGICTKH, AHCHEPTHPYEMbIE B OJIOCTH PTA, 10 mr

Market / Prinok

:Russia / Poccusa

Batch No / ] Batch Quantity / 3600000 tab /

Cepns Ne e O6bem cepun " 3600000 Tab

Analytical choﬁ No/ . 040002696587 Date of Analysis / . 19.10.2024

AHanuTndeckui oTyer Ne Jlara anaauza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara npon3BoAcTBA Toaex a0

Mfg. License No. /

IlponzeoacTEEHHAS : MNB/05/263 oL T 7 AITSIE QU
Homep PY RU)

JIHueH3nH Ne

| Analysis performed according ND:

/ Auagnz nposenen no HJL: JII-Ne(004669)~-(PI'-RU)-190224

Page20of9/Crp.2m39

No

No Test / TToxaszarTean

Results / PesyabraThl

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 section). / Bpems ygepKUBaHHS
OCHOBHOTO MNMKa HA XpPOMaToIpamMme
UCITLITYEMOTO pactBopa JOJIAKHO
COOTBETCTBOBATh BPEMCHH YIEPXKNBaHNR
OCHOBHOTO [MK& Ha XpoMaTorpamme
pacteopa CTaHAAPTHOIO o6pazua
KeTOpOJiaka  TpoMeramMuHa  (pa3sjen

«KonuuyecTBeHHOE ONPEAEICHHER).

Remarks : The Product conforms to

INpumeuanne: [IpoayvkT cooTBeTcTRYET-TpebOoBaHMAM HJI

ND/

Conclusion : APPROVED /
Zaxkmovenne: ONOBPEHO

Prepared by /
ToarotosneHo: Pravesh Rana

g

)

Checked by /
Ilposepeno: Santosh Kumar

Maurya &_

Approved by: Manager/Executive /
Onobpeno: Mesemikep / Pykoeoauresis
|

Amit Kumar Nl

Reprint Date /
Jata: 19.10.2024

Reprint Date /
Hata: 19.10.2024

Reprint Date /
JHara: 19.10.2024

had - 500034, Telangara, India
smaiig@drreddys.com




Dr. Reddy's l.aboratories itd,
Formulation Unit-6

@B
’ X =s) VillKhol, Nalagarh Road, Badidj,
Dr. Reddy S ‘.. Distt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS [ 91 98356 56001:62
CEPTU®UKAT AHATTM3A g ue SR
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg

Ipoaykr: Keropoa® Jkcnpece (keToposnak) Tabnerky, qucneprapyemele B nosocrn pra, 10 mr

Market / Prinox :Russija / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepusa No §¥2402022 O6Bem cepun " 3600000 Tab _

Analytical Repourt No/ - 040002696587 Date of Analysis / . 19.10.2024

Anannrudeckuii oryer Ne Nara anajn3a

Dat}z of Manufacture / - 09/2024 Date of Expiry / . 08/2026

Jara nponssoacrea Tonen po

Mfg. License No. /

IpouzeoacrBenHasn : MNB/05/263 MA number: / el eIl =ars
) Homep PY RU)

Jannenzng Ne

| Analysis performed according ND: / Anaaus nposegen o HJI: JHI-N2(004669)-(PT-RU)-190224
Page3of9/Crp.3 39

i.:’ Test / [TokazaTens Results / PezyabTaTs! Specification / Hopma
Butylhydroxyanisole / Complies / CooTBCTCTBYET The retention times of 2-
bymuncudporcuariizon butylhydroxyanisole and 3-

butylhydroxyanisole peaks on the
chromatogram of the test solution should
correspond by the retention times to 2-
butylhydroxyanisole and 3-
butylhydroxyanisole peaks on the
chromatogram of butylhydroxyanisole
standard solution ("Butylhydroxyanisole
content” section). / Bpemena
yAepXKHBAHAA TIHKOB
2-0yTUnruapoKcHanu3oNa u
3-GyTHArMApOKCHaHK30NA na
XpOMaTOTpaMMe HCILITYEMOrO pacTsopa
JOJKHBl  COOTBETCTBOBRATH  BpEMeHaMm
yIepKUBaHHST TMHKOB
2-6yTUArHapoKCHaHHW30ma u
3-0yTUIrHIPOKCHAHH30MA Ha
XpOMaTOrpaMMe pacTBOpa CTAHAAPTHOrO
o0pasua GyTUNTHIpOKCHARA30Ma (pasies
«Coacpxxanne
6yTHIrHIPOKCHAHU30IAM).

Remarks : The Product conforms to ND/ Conclusion : APPROVED /

ITpumeyanue: [Iponykr cooteetcTayet TpetoBannam HJL 3axkmwuenue; OJOBPEHO

Prepared by / 3 Checked by / Approved by: Manager/Executive /

o

IMoarotosneno: Pravesh Ra / IIposepero: Santosh Kumar Ono6Gpeno: Meuemkep / PykoBoauTens
“I Maurya ( Amit Kumar /\( o}

e
&

Reprint Date / Reprint Date / Reprint Date / '

Hara: 19.10.2024 Hara: 19.10.2024 Hara: 19.10.2024




Dr.Reddy’s @¢

Dr. Reddy's Laboratories itd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Ristt. Solan, H.P, 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTH‘I’I’]KAT A]IMHBA ‘.‘:ww.drreddys.com
Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Iponvkr: Keropoa® Dxenpecc (keroponax) rabnerkn, Ancneprupyemsie B nojocr pra, 10 mr o O
Market / Prisok :Russia / Poceus
Batch No / p Batch Quantity / . 3600000 tab /
Cepua Ne e O6nemM cepun " 3600000 Tab |
Analytical Repourt No/ . 040002696587 Date of Analysis / - 19.10.2024
Anaaurudecknit oryer Ne Jara apannza
Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026
Jara npou3BoACTBA Toien 1o :
Mifg. License No. / . .
I pon3BoacTeenHan : MNB/05/263 MA number: / : M—N'(004669)_(Pr_
Homep PY RU)
aunensis Ne
Analysis performed according ND: / Anaans nposenen no HJL: JITT-Ne(004669)-(PT-RU)-190224

Paged4of9/Crp. 4m3 9

OnHOPOAHOCTE MACChl

1}‘: Test / TlokazaTens Results / PesyabTaTnl Specification / Hopma
3 Average weight / Cpeanss 68.8 mg/ 68.8 Mr 67.2 mg to 72.8 mg (70.0 mg = 4.0 %). /
mMacca . Ot 67,2 Mr mo 72,8 Mr (70,0 Mr£ 4,0 %).
Complies / CootBETCTBYET
Uniformity of weight / 18/20 tablets - not more than + 10 %;

2/20 tablets - not more than + 20 %. /
18/20 Tabnetok — He OGosee = 10 %;
2/20 Tabnetok — He Gonee £ 20 %.

4 Disintegration time /
PacnagaemocTe

0 min 27 sec / 0 Mun 27 cex

Not more than 3 min. / He 6onee 3 Muu.

IMpumeuanue: [poaykr cooreTcTByYeT TpeGoBanHam H

5 Dissolution / Pacrsopenne Unit-1/ Ta6bn-1 101 % Not  less than- 5% (Q) of
. CisHi3NO3*C4H|;NO3 {(ketorolac
Unit-2 / Ta61-2 100 % tromethamine) in 15 min. / He menee
Unit-3 / Ta6n-3 94 % 5% Q) CisH13NO3+C4H 1 INO3
iy (keToponaka TpOMETaMuH) uepe3 15 mMuH.
Unit-4 / Tabn-4 95 %
Unit-5 / Ta6n-5 97 %
Unit-6 / Taba-6 96 %
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axawuenue: OJOBPEHO

Prepared by /
IMoarorosneHo: Pravesh Ran v

Vet

=

Checked by /
TMposepero: Santosh Kumar
Maurya

Approved by: Manager/Executive /
Opno6peno: Menemxep / PykoBoautens

Amit Kumar /\(/ /\-‘;”;

Reprint Date /
JHara: 19.10.2024

Reprint Date /
Jata: 19.10.2024

Reprint Date /
Jlara: 19.10.2024

IR SN Uy R

s Mills, Hygerabad - 500034, Telangana, India

aqil: meli@drreddys.com
LU




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

Dr. Reddy's l.aboratories Ltd.
Formutation Unit-6

Vill. Khol, Nalagarh Road, Baddji,
Oistt. Solan, H.P.,, 173 205, INDIA
Tel + +91 98166 56001-02

CEPTHO®UKAT AHAJIM3A

wwwy, drreddys.com

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

Mpoaykr: Ketopoa® Dxenpece (keropoaak) TabneTkn, icieprupyevbie B noaocrd pra, 10 mr .

Market / Privox :Russia / Poccus

Batch No / b Batch Quantity / . 3600000 tab /

Cepust Ne 1Y 2602092 O6bem cepuu " 3600000 126

Analytical Repog't No/ . 040002696587 Date of Analysis / . 19.10.2024

Ananurnyeckuii orver Ne JlaTa anpammsa

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara mpousBoncTsa Topgen go

Mifg. License No. / ] o

IlponzBoacTBeHHAR : MNB/05/263 MA pumber: / . JITI-Ne(004669)-(PT-
Homep PY RU)

Jannenzusa No

Analysis performed according ND: / Anaans nposeaen o HJI: JITI-Ne(004669)-(PT-RU)-190224

Page50f9/Crp.5m39

1;.3 Test / IlokazaTens Results / PeaynbTarhs Specification / Hopma
6 Particle size distribution / Complies / CooTBeTCTBYET A uniform suspension passing through a
HOucnepceHocThb 710 ym sieve is formed. / O6pasyerca
O/IHOPOAHAs CYCHEH3HA, [OPOXOAALIAT
CKBO3b CMTO C pa3MEpPOM OTBEPCTHIi
710 MxMm.
7 Impurities / [Tpumecnt

1-hydroxy analog of
ketorolac: /
1-ruapoxcuananor
KETOpoaaka

1-keto analog of ketorolac /

Below LOQ (LOQ = 0.0032 %)

/ Hwxe npenena

KOJIMYECTBEHHOI'O ONIpEEIEHAA

(TTKO = 0.0032 %)

not more than 0.5 %; / ve 6onee 0,5 %;

not more than 0.8 %; / ue Gonee 0,8 %;

Copepxadue Boabl

1-K€TOAHANOT KETOpOJIaKa 0.06%
unidentified impurity / not more than 0.5 %,; / ue 6oxee 0,5 %;
eJIMBMYHaA 0.01%
HenaeHTUGUUNPOBaHHAN
npuMech
total imnpurities / 0.1% not more than 1.0 %. / ne 6onee 1,0 %.
CcyMMa npumeceii
8 Water content / 3.0% Not more than 7.0 %. /

He bonee 7,0 %.

Remarks ;: The Product conforms to ND/

TIpumeuanue: ITpoaykT cooTBeTCTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneHo: Pravesh Rana [Tposepeno: Santosh Kumar | Opo6peno: Menemwxkep / PykosoauTens
2 . e,
- Maurya @ Amit Kumar /\(, L
‘-
Reprint Date / Reprint Date / Reprint Date /
Jata: 19.10.2024 Hara: 19.10.2024 JHara: 19.10.2024

e Lhlls, Plwcarnbad - 302034, Telangana, India

I: maii@drreddys.com




Dr.Reddy’s “‘:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.
Formuiation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDJA
Tol : +91 98166 56001-02

www.drreddys.com

CEPTHOUKAT AHAJIU3A

Product: Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykr: Keropoa® Ixenpecc (keToposax) TabaeTku, ANCHepriipyeMblc B N0JOCTH PTA, 10 mr

Market / Prinok

:Russia / Poccus

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne _ R Obnem cepun " 3600000 Tab

Analytical Repo:'t No/ . 040002696587 Date of Analysis / . 19.10.2024

AHaguTHYecKuif oTyeT No Harta apajgusa

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2026

JaTa npon3BoacTBa T'ogen no

Mfg. License No. / : i CNo

Tponssogcraenuas . MNBY/05/263 LSy x it (U02669)(RT=
Honep PY RU)

JHueH3HsT No -

Analysis performed according ND: / Ananns npopegen mo HJL: JITI-Ne(004669)-(PI'-RU)-190224

Page 60f9/Crp. 6113 9
—]

I
i.oo Test / IlokazaTenn Results / PesynbTaTsl Specification / Hopma
9 Residual solvents / OcTaTo4Hble OPraHHYeCKHE PacTBOPHTENH
Isopropyl alcohol / 07 ngftab / Not more than 350 pg/tab. /
Hzonponanon 07 Mkr B TabneTke He 6onee 350 MKr B Tabnetxe.

10 Microbiological purity*/ MukpoGuosornueckas uMcTora*

OxHOpONHOCTD
N03UPOBAHHDBIX EAUHULL

Total Aerobic Microbial NA not more than 10°> CFU/g; /
Count / ob1ee yucno He Gonee 10° KOE/r;
25po6HbIX MUKPO-
Oprasu3MoB
Total Combined Yeast and NA not more than 10> CFU/g; /
mold count / o6uiee uucno He Bosnee 102 KOE/T;
JPONOKEBBIX M [LIECHEBbLIX
rpubos
Escherichia Coli NA shell be absent in 1 gram. /
orcytrcTeue B 1 I.
11 | Uniformity of dosage units / 3.7 Acceptance value (4¥) not more than

15.0 Iokasatens mpuemneMoctH (AV)
IomkeH 6uiTh He Gonee 15,0.

| Remarks : The Product conforms to ND/

Ipumeyanue: ITpoaykt cooTseTcTBYET Tpebopanusm HJI

Conclusion : APPROVED /
Zaxaouenne: OJOBPEHO

ik et
o Tyles

Prepared by / ) Checked by / Approved by: Manager/Executive /

IToarorosneno: Pravesh Rana Iposepeno: Santosh Kumar | Onobpeno: Menemxep / Pykosoaurens
/, / Maurya { Amit Kumar /\/ e

Reprint Date / Reprint Date / Reprint Date /

Jara: 19.10.2024 Hata: 19.10.2024 Hara: 19.10.2024

Hyterabad - 500034, Telangana, India

Ermail: maii@drreddys.com

HisU/




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

Dr. Reddy's L.aborateries Ltd,
Formutation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02

CEPTUDHKAT AHAJIA3A

were drreddys.com

Product : Ketorol Express (ketorolac) Orally Disintegrating Tablets 10 mg
Ipoaykt: Ketopoa® Dkcnpece (keToposiak) Ta6uerkH, Ancneprupyemsle g mogoctu pra, 10 sir

Market / Priiox :Russia / Poccus -y

Batch No / . Batch Quantity / . 3600000 tab /

Cepus Ne SR O6wem cepin " 3600000 Tab

Analytical cho:‘t No/ . 040002696587 Date of Analysis / . 19.10.2024

AHamuTHYecKni oTyeT Ne JaTa anannsza

Date of Manufacture / . 09/2024 Date of Expiry / . 08/2026

Jara nponssoacTBa Yoaen mo

Mfg. License No. /

IIpousBoacTBEHHAN : MNB/05/263 UL s A S
Homep PY RU)

JIHenzud Ne '

Analysis performed according ND: / Anaaus nporenen no HJI: JITT-Ne(004669)-(PT-RU)-190224

Page7of9/Crp. 7u3z 9

No

information leaflet in a carton
pack. / ITo 10 Tabnetox B
6nucrepe w3 (ITA/AJIIID ¢
praronornoturenem/I13BIT)
doneru // (113/AJ1) dponsru. ITo
2 6nucTepa BMECTE C JIHCTKOM-
BKNafblieM B [auKy
KAPTORHYIO.

N Test / TlokazaTenn Results / PezyakTarhi Specification / Hopma
12 | Assay/KonduecTBeHHOE 10.0 mg/ 10.0 Mr From 90mg to 11.0 mg of
onpeaeneHne (100.4 %) CisH;3NO3+C4H ;) NO3 (ketorolac
tromethamine) (from 90.0 to 110.0 % of
the label claim) per tablet. / Ot 9,0 mr o
1 1,0 Mr C15H[]NO3’C4H11NO3
(xetoponaka tpoMetamun) (ot 90,0 mo
110,0 % OT 32a4BNEHHOTO KOJIMYECTRA) B
TabneTke.
13 | Butylhydroxyanisole 0.0956 mg/tab / Not less than 0.042 mg/tab. /
content / Copepxxanue 0.0956 mr B Tabnerke He menee 0,042 mr B Tabnetke.
Gy TUNIrHAPOKCHAHM3014
14 | Package description / 10 tablets in a blister of | 10 tablets in a blister of (PA/AL/PE with
Onucanve ynakopkH (PA/AL/PE with | desiccant/HDPE) foil // (PE/AL) foil. 1 or
desiccant/IDPE) foil // (PE/AL) | 2 blisters with patient information leaflet
foil. 2 blisters with patient | in a carton pack. /, ITo 10 Tabmerok 8

6micrepe n3 (TTA/ATVIID c
sraronornotaTenem/IIOBIT) doabru //
(TIT3/ATT) donbru. [To 1 umu 2 Gnmcrepa
BMeCTe ¢ NUCTKOM-BKJIAALIIIEM B DAYKY
KapTOHHYIO.

Remarks : The Product conforms to ND/

[Mpumeuanue: [Iponyxr coorBeTcTBYET TpeboBanusm HJIT

Conclusion : APPROVED /
3axarouenne: ONOBPEHO

Prepared by / ¢
IMoprorosneno: Pravesh Ran}f

Checked by /
Iporepeno: Santosh Kumar
Maurya

T

Approved by: Manager/Executive /
Onobpero: Menemkep / mosonu”renb

@ ) Amit Kumar jx( S

Reprint Date /
Harta: 19.10.2024

Reprint Date /
Jara: 19.10.2024

Reprint Date /
Hata: 19.10.2024

~jare Hilis, Rydera

bad - 500034, Telangans, [ndia
3, Ernail: maii@drreddys.com
0507




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
vill. Knol, Nalagarh Road, Baddj,
Cistt. Solan, H.P, 173 205, INDIA

Tel : +91 98166 56001-02

CEPTUDOHUKAT AHAJIU3A

www, drreddys.com

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

Ipoaykr: Ketopoa® Dxcnpecce (keToponak) Tabnerkn, AucneprupycMbie B motoctu pra, 10 mr .
Market / Prinox :Russia / Poccus T g 5
Batch No / _ Batch Quantity / 3600000 tab / il
Cepus Ne x V2402092 O6bem cepHH " 3600000 T2b )
Analytical Repo:'t No/ - 040002696587 Date of Analysis / . 19.10.2024

AHannTH YecKuif oT4eT Ne Jara anaania

Date of Manufacture / . 09/2024 Date of Expiry / - 08/2026

Jlara npon3eoAcTBa I'ogen xo |
Mfg. License No. / :

IIpoussogcreennas : MNB/05/263 M s TG : JIE-Ne(004669)~(PT-

Homep PY RU)
JnueHsna Ne
Analysis performed according ND: / Ananus nposegen no HII: JITI-Ne(004669)-(PI'-RU)-190224

Page 8 of 9/ Crp. 8 3 9

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

* TIIpH BLINYCKE IEKAPCTBCHHOrO MpenapaTa KOKTPOJk Ka4eCTBA N0 NoKasaTesto «VinkpoGuonornucckasn
YMCTOT2» MPOBOANTCA AIsT Kaxaoii 20-0if cepiy, HAH QNN OQHOM CCPHH B FOJ, B 3aBHCUMOCTH OT TOr0, 4TO

HACTYNHMT paubLue,

API name / Haumenosanne ADC:

Ketorolac tromethamine / Ketoponaka TpoMETaMHH

INN / MHH:

Ketorolac / KeToponax

API manufacturer batch number /

Homep cepun npounzsoanTens APC: ABRH007361
FP Manufacturer API Batch number /
Homep cepun cyGcTaHIHH ITPOM3BOAHTE.IA FERA00457

r'Ji®:

AP1 Manufactured by & country /
Iponssoautenns A®C, crpana:

Dr. Reddy's Laboratories Ltd., Iridia /
J-p Peanu'c JlaGoparopwuc JIta., Muaus

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

HaumeHnoBaHNe, aApec, IKHEHIMA A0S
IpounsBoacTeennas miomagka / ILtomanka
KouTpoana kavecTsa / Ilnotmanka BeImycka

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP?) 173205, India (license No
MNB/05/263) /

JI-p Pejuin’c JlaGopartopuc Jlta., Unnusa, [Ipor3soncTeenHoe
noppasaenenne-6, Buwur. Kxons, Hanarapx Poyn, bapan, JucTpukT
Conan, X.I1., 173205, Huaus (nMuensus Homep MNB/05/263)

Remarks : The Product conforms to ND/
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Dr. Reddy's Laboratories Ltd.

q..! Formutation Unit-6

! s Vill. Khol, Nalagarh Road, Baddi,

Dr’ Reddy S e Bistt. Solan, H.P, 173 205, INDIA
CERTIFICATE OF ANALYSIS [ +31 98759 s

CEPTUOHUKAT AHATTU3A RS

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

[Epgﬁyrc'r: Keropoa® Jxenpece (keToposax) Tabnerku, AucneprupyeMsie B 110JI0CTH pTa, 10 mr i

Market / Prisox :Russia / Poccus »

Batch No / ] Batch Quantity / 3600000 tab /

| Cepus Ne 2R O6nem cepun " 3600000 Tab

Analytical Repo:‘t No/ . 040002696587 Date of Analysis / . 19.10.2024

AnagnTudeckuii oTyer Ne Jlara anaau3a —

Date of Manufacture / - 09/2024 Date of Expiry / . 08/2026

| JaTa npoH3BOACTBA T'onen xo

Mfg. License No. / j s

IponseoncTBennasn : MNB/05/263 e en - JIXI-Ne(004669)-(PT -

Homep PY RU)
SIHIEeH3Hs Ne
Analysis performed according ND: / Anaans nposexen no HJI: JITI-Ne(004669)-(PT-RU)-190224
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Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of
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».

3aK/II0YeHHe 0 cOOTBEeTCTBHM: «HacTOAIMM 5 TOATBEPX/IAL0, YTO NpPUBEICHHAs Bbllle HHGOPMALHs SBIIACTCA
[OCTOBEPHOH H TOYHOM. JTa cepus MPOAYKUHM NPOM3BENEHA (BKMIOYAd YNaKOBKy (MapKMPOBKY) H KOHTPOID
Ka4ecTBa) HA BBIIEYKA3AHHOM [POM3BOJCTBCHHOHM Iuomajxe (IIomankaX) B IONHOM COOTBETCTBHH C
Tpebopanuamu [Ipapui Hamtexamell TPOH3BOACTBEHHOM IIPAaKTHKK EBpasHiickoro 3KOHOMHHYECKOI'O COI03a (Ne
GMP/EAEU/RU/00554-2022 ot 02 cenTabps 2022) u TpeOOBaHUAMH KOHTPOJIA Ka4eCTBa JIEKAPCTBEHHBIX CPE/ICTB,
a TAKKE B COOTBETCTBHMH CO CIIENU(PUKAIMSIMU, COACPKAIMUMUCH B PETHCTPAIIHOHHOM JI0Che CTPaHbI-UMIIOPTEPa.
3amKCH 110 IPOH3BOJCTRY, YIAKOBKE H aHATH3Y IPOBEPEHBI, H YCTAHOBIEHO HX COOTBETCTRHE TpeboBanmsm IIpaBun
HaJIeXKalle IpOU3BOICTBEHHOHN MpakTHKH EBpasuicKoro 5KOHOMHYECKOTO COKO3an.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeyanue: [Iponykt cootBeTcTByeT TpeboBanuam HI 3akarouenne: OJJOBPEHO
Prepared by / f Checked by / Approved by: Manager/Executive /
[Toarotosneno: Pravesh Ranaf IIposepeno: Santosh Kumar | Ono6peno: Menekep / PykosonuTens
/| Maurya (ﬁ Amit Kumar A(\ (e
% £ —— { /
Reprint Date / Reprint Date / Reprint Date / .
Jara; 19.10.2024 Hara: 19.10.2024 Hara: 19.10.2024
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