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Product : /

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Junensusa Ne

Homep PY

IIpoaykT: Ketopon™ (ketoposak) pacTBop Ais BHYTPHBEHHOIO M BHYTPUMBIILEYHOro BeeieHHs, 30 mr/mi
Batch No / . V260227 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6beM cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHATATHYECKHH oTYeT Ne : 890001870365 Jara aHanunza : 23.03.2026

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npou3BOACTBA I'ogeu mo

Mfg. License No. /

TIpon3BoACTEeHHAS . MBJ/05/264 NLAnumibren: . JITI-Ne(008888)-(PI-RU)

Analysis performed according ND / Anasnnz nposegen mo HJI: JIIT-Ne(008888)-(PI"-RU)-170225

Pagelof 7/Crp.1m37

chromatogram of test solution corresponds
to the main peak in the chromatogram of
standard solution. / Bpems yznepxuBaHus
OCHOBHOIO MHKa Ha XpomaTorpamme
HCOBITYEMOTO pPacTBOpa COOTBETCTBYET
BpPEMEHU YJEp>KMBaHUS OCHOBHOIO IHKa
Ha  XpoMmarorpaMmme CTaHJApPTHOTO
pacTBopa.

Ne Test / [TokazaTesb Results / PesyabTaThl Specification / Hopma
1 Description / Onucanue Clear slightly yellow color solution. / | Clear colorless to slightly yellow color
ITpo3pauHblil GecUBETHBIHA pacTBOP. solution. / TIpo3pauHbiii pacTBOp OT
O€CLIBETHOTO [0 CBETJIO-KENTOTO LBETA.
2 | Identification* / UnenTnduxauua*
2a | HPLC*/ BOXX* The retention time of the main peak in the | The retention time of the main peak in the

chromatogram of test solution should
correspond to the main peak in the
chromatogram of standard solution (Assay
section). /  Bpemsa  ynepxupaHus
OCHOBHOTO TMHMKa Ha Xpomarorpamme
UCTIBITYEMOTO pacTBopa JOJIKHO
COOTBETCTBOBATb BPEMEHH YJepPXKUBAHHS
OCHOBHOrO TIMKa Ha XpOMaTtorpaMmme
CTaHIAPTHOTO pacTBOpa (pa3znen
«KonuuecTBeHHOE OTIpenesieHue).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: IIpoaykt cootBercTByeT TpeGoBaHuam HJL 3axmouenne: ONOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moaroroeneno: Yogesh ||[1posepeno: Pravesh  |[{ITposepeno (AOK): person / Ono6peno: O6ecneveHue
Chauhan Rana Amit Kumar kadyecTBa/OTBETCTBEHHOE JIHLO:
/ \ _Cumil Rew
7 /\//« _&w
Date / Date / Date/ Date / 24634024
Jara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 Jlara:

Registered Office:

Tel: +91 40 49002()00 Fax: +91 40 4200 2999, ‘mml mail@drreddys

2-337, Road No. 3, Banjara Hills, iyaeranat 50

CIN: L85195AP1984PLCONAS
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Product : /

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AHanuTHYecKMii oTueT Ne

: 890001870365

Jlara ananusa

IIpoaykr: Keropon™ (keToposak) pacTBop st BHYTPUBEHHOIO U BHYTPUMBILIEUHOTO BBE/CHUS, 30 MI/MJI
Batch No / . V260227 Batch Quantity / . 454545 ampules /
Cepus Ne ) O06BeM cepHH 454545 amnyn
Analytical Report No / Date of Analysis /

: 23.03.2026

Date of Manufacture /

Date of Expiry /

auuensus Ne

Homep PY

: 02/2026 : 01/2028
Jlata npou3BoJCTBA T'onen o
Mfg. License No. /
IIpomsBoacTBeHHAS : MB/05/264 Ma mumhers . JITT-Ne(008888)-(P[-RU)

Analysis performed according ND / Auann3 nposeaen no HJL: JITT-Ne(008888)~(PI"-RU)-170225

Page2 of 7/ Crp.2 u3 7

Ne

Test / Tloka3aTenb

Results / PesyabTaThl

Specification / Hopma

2b

UV- spectrophotometry* /

Y®@-cnekmpogpomomempus’*

UV absorption spectra of the test solution
and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm have absorption maxima at
322 £ 2 nm. / Y®-creKTphl MOTIOLIEHHUs]
UCOBITYEMOTO  pacTBoOpa U  pacTBopa
CTaHfapTHoro  obpasua  KeToponaka
TpoMeTamKHa B o6nactu ot 200 g0 400 M
HMEIOT MAaKCHUMYMbl IOTJIOIICHUS IIpU
32242 HM.

UV absorption spectra of the test solution
and the solution of the standard sample of
Ketorolac Tromethamine in the range from
200 to 400 nm should have absorption
maxima at 322 + 2 nm. / Y®-cnekTpsl
TIOTJIOLIEHHA HCIBITYEMOrO pacTBopa U
pacTBOpa CTaHJAPTHOTO obpasua
KETOpoJiaka TpOMeTaMMHa B 00NacTH OT
200 nmo 400 HM JOMXKHBI UMEThb
MaKCHMYMBI MOTJIOIEHNA NpH 32242 HM.

3 Clarity / Ilpo3pauHocTh

The opalescence of the sample does not
exceed  opalescence  of  reference
suspension I. / OnanecueHuys npenapara
He MPEeBBIIIAeT ONATECUEHLIUIO CYCIeH3UN
cpaBHeHwus 1.

The opalescence of the sample should not
exceed opalescence of reference
suspension I. / OnanecueHuus npenapara
HE [IOJDKHA MPEeBbILIATH ONANeCLEHLHIO
CYCHEH3UM CpaBHEHHUA 1.

4 Color / LlBeTHOCTDb

Absorbance should be not more than 0.20
Abs at a wavelength of 430 nm. /

0.04 [MornoumeHue nomkHO ObITh He Gosee 0,20
Npy JyiiHe BOJHBI 430 HM.
5 pH 73 From6.9t07.9./016,9 no 7,9.
6 Particulate matter / Mexanuueckne BKJIIOUYEHUS
6a | Visible particles / Complies / CooTBeTcTBYET Should be absent. /
BuayuMble 4acTHLpI JIOMKHBI OTCYTCTBOBATS.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanue: [IponykT cooTBeTCTBYET TpeOOBaHUAM HJL 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarotosneno: Yogesh [[ITposepeno: Pravesh Ipoeepeno (AOK): person / Ono6peHo: OGecneueHue
Chauhan P Rana Amit Kumar KadecTBa/OTBETCTBEHHOE JIMLO:
. & UL Lumpg
] et )
Date / Date / Date/ Date / U0 3~ L0L €
Jlata: 23.03.2026 Jlara: 23.03.2026 JHarta: 23.03.2026 Jara:

Registered Office: 8-2-337, Road No. 3,
Tel: +91 40 4900 2900, Fax: +91

Ranjara Hills, Hyderabad - 51
c 999
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CERTIFICATE OF ANALYSIS .. ... .

CEPTU®UKAT AHAJIM3A . . 0o

Product : /

Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

AHaJdHTHYECKHI oTyeT Ne

: 890001870365

JlaTa aHau3a

Ilpoaykr: Keropon® (xeToposiak) pacTBop Juisi BHYTPUBEHHOTO W BHYTPUMBIILEYHOrO BBEAEHHS, 30 MI/ma
Batch No / . V260227 Batch Quantity / . 454545 ampules /
Cepns Ne ’ Q6bem cepuu 454545 amnyn
Analytical Report No / Date of Analysis /

s 23.03.2026

Date of Manufacture /

: 02/2026

Date of Expiry /

: 01/2028

JlaTa npon3BoACTBA I'ogen o

Mfg. License No. /

IponsBoacTBennan : MB/05/264 Bcmbess: : JITI-No(008888)-(PI-R
aunensus Ne Homep PY H U

Analysis performed according ND / Anasus nposeaen no HJI: JITT-Ne(008888)-(PI"-RU)-170225

Page3 of 7/ Crp.3m3 7

Ne Test / IToka3aTenb

Results / Pe3yabTaThl

Specification / Hopma

6b | Invisible particles /
HeBuayumMble yacTHLBI:

i. Particles> 10 pm/ 05 not more than 6000 per ampoule; /
YacTu1 pazmMepom > He 6osiee 6000 Ha ammyly;
10 mxm
ii. particles > 25 pm/ 01 not more than 600 per ampoule. /
4acTHILl pa3MepoM > He Gosiee 600 Ha ammyJy.
25 MKM
7 Impurities / IIpumecu
Impurity A / TIpumecs A 0.09% not more than 0.20 % / ne 6oaee 0,20 %;
Impurity B / [Tpumecs B Below LOD (LOD = 0.014 %) / Huxe not more than 0.50 % / e 6oinee 0,50 %;
npezena obHapyxenus (ITO = 0.014 %)
Impurity C / [Ipumecs C Below LOD (LOD = 0.010 %) / Huxe not more than 0.50 % / ve 6onee 0,50 %;
npeaena odHapyxenus ([10 = 0.010 %)
Impurity D / [Tpumecs D Below LOD (LOD = 0.014 %) / Huxe not more than 0.20 % / ue 6onee 0,20 %.

npeaena odnapyxerus (IO = 0.014 %)

Individual unidentified
impurity / EnuHnyHas

npumecen

0.07% Not more than 0.20 % / He Gonee 0,20 %.
HeNICeHTUQHLIMPOBAHHAS
npuMech
Total impurities / Cymma 0.2% Not more than 1.50 % / He 6onee 1,50 %.
. o

Remarks : The Product confirms to ND/

IMpumeuanue: [IpoayKT cooTBETCTBYET TpeGoBaHUsAM H/T

Conclusion : APPROVED /
3akmwuenue: OJOBPEHO

2

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarotosneHo: Yagesh ||[[TposepeHo: Pravesh ITposepeno (AOK): person / Onobpeno: Obecrieuenue
Chauhan Rana Amit Kumar KkauecTea/OTBETCTBEHHOE JIMLIO:

Uil

_(M

A Y

A
3

Date /
Hara: 23.03.2026

Date /

Hara: 23.03.2026

Date /
Hata: 23.03.2026

Date /
Jlara:

OXVE XS RDR S

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India

Tel: +91 40 4900 2900, Fax: +91
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CERTIFICATE OF ANALYSIS . . .. .

CEPTUO®UKAT AHAJIM3A

Product : /

Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml

Juuensus Ne

Homep PY

IIpoayxkr: Ketopon™ (keToposiak) pacTBOp juisi BHYTPUBEHHOTO ¥ BHYTPHMbILIEUHOTO BBefieHus, 30 Mr/mi
Batch No / . V260227 Batch Quantity / . 454545 ampules /
Cepusi Ne ) O6bem cepun " 454545 amnyn
Analytical Report No / Date of Analysis /

AHanuTHYEeCKHit oTUeT No : 890001870365 JaTa ananuza : 23.03.2026

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa npousBoacTsa T'ogen o

Mfg. License No. /

TIpou3BOACTBEHHAS . MB/05/264 A misers | : JITI-Ne(008888)-(PT-RU)

‘|Analysis performed according ND / Anain3s nposeaen mo HJL: JITT-Ne(008888)-(PI"-RU)-170225

Page4 of 7/Crp.4u37

Ne Test / Iloxa3zaTeib Results / PesyabTaTbl Specification / Hopma

8 Extractable volume* / Not less than 10.0 ml (collectively
N3Baexaemblii 00beM™ measured volume of 10 ampoules). /

10.2ml/ 10,2 mn He menee 10,0 mn (00bem, n3amepeHHbIH
Ha OCHOBaHUHW 00bEIMHEHHOTO
conepxumoro 10 ammyn).

9 Bacterial endotoxins / <=0.725 EU/mg Not more than 5.8 EU/mg of Ketorolac
BakTepuanbHble /<=0.725 ED/mr Trometamol. / He 6onee 5,8 ED/mr
HIOTOKCHHBI KeTopoJiaka TpoMeTaMuHa.

10 | Sterility**/ NA Must be sterile. / JloyjokeH OBbITb
CrepuibHoCTh** CTEPUIbHBIM.

11 | Assay / KonnyecTBeHHOe 30.39 mg /30,39 mr From 27.0 mg to 33.0 mg of Ketorolac

ompenesieHHe Trometamol per 1 mL. / Ot 27,0 Mmr no
33,0 Mr keTopoJiaka TpoMeTamosia B 1 M.
12 | Ethanol content / ITaHon 11.79 % From 10.60 % (v/v) to 13.10 % (v/v)./
Ot 10,60 % (06/06) mo 13,10 % (06/06).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: [ponykr cootBeTcTBYET TpeOoBaHUAM H]I 3aknwvenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
[Moarorosneno: Yogesh |[[1poeepeno: Pravesh [Tposepeno (AOK): person / Ono6peHo: Obecnieuenue
Chauhan Rana é Amit Kumar KadyecTBa/OTBETCTBEHHOE JIULIO:
Susit Kumarg_
- /\,/), '~
Date / Date / Date/ Date / 2403-L02L
Jara: 23.03.2026 Hata: 23.03.2026 Jara: 23.03.2026 Jara:
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, |

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Em

~(

CIN: L85105AP1984PLCOOASD/

www chireddys.cormn

ail: mail@drraddys com
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CERTIFICATE OF ANALYSIS 0
CEPTUOUKAT AHAJIM3A

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Ketopon™ (ketoponak) pacTBop /ijiss BHyTPHBEHHOTO H BHYTPUMBbILIEYHOrO BBe/ieHHs, 30 Mr/mn
Batch No / . V260227 Batch Quantity / . 454545 ampules /
Cepusi Ne ) OobeM cepuu " 454545 amnyn
Analytical Report No / Date of Analysis /
AHanuTH4eckuii oTyer Ne : 890001870365 JlaTa ananu3a : 23.03.2026
Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

aTa MpoH3BOACTBA Iopen o
Mfg. License No. /
Tponssoncraennas : MB/05/264 LA nEber . JITI-Ne(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Ananns nposegen no HJI: JITI-Ne(008888)-(PI'-RU)-170225

PageSof 7/Crp.Sn3 7

Ne Test / ITokasaTe/n

Results / PesynbTaThi

Specification / Hopma

13 | Packaging / Onucanne
yHaKOBKH

1 mL in class I light-shielding dark amber
glass ampoules. A cut ring and point in the
upper part of ampoule. A label is attached
to ampoule.

10 ampoules and a patient information
leaflet in a PVC/aluminum blister.

1 blister in a carton pack. /

[To 1 MI B aMITysibl U3 CBETO3ALLWTHOTO
cTeksa TEMHO-KOPUYHEBOTO LIBETA KJlacca
I. B BepxHe#l yacTH aMmyJibl HaHECEHBI
KOJIBLIO W TOYKa AN pasnoMa. Ha ammyny
HaKJIEUBAIOT 3TUKETKY.

[lo 10 amnmyn BMecTe ¢ JUCTKOM-
BnagsiuieM B [IBX/anmoMuHUeBbii
6nucrep. Ilo 1 Oamctepy B mauky
KapTOHHYIO.

1 mL in class I light-shielding dark amber
glass ampoules.

A cut ring and point are in the upper part
of ampoule. A label is attached to
ampoule. 10 ampoules and a patient
information leaflet in a PVC/aluminum
blister.

1 blister in a carton pack; for in-patient
facilities: 2, 3, 5 blisters in a carton pack.
/

[To 1 Mn B amnyJjibl U3 CBETO3ALUMTHOTO
CTeKJIa TEMHO-KOPUYHEBOT0 LIBETA KJlacca
I. B BepxHeH 4acTW amiysibl HAHECEHbI
KOJIBLO Y TOYKa A7A pasnoma. Ha ammyny
HaKJICUBAIOT 3THKETKY.

Mo 10 ammyn BMecTe ¢ JUCTKOM-
ByajgpimieM B [IBX/amomuHuesblit
Gnucrep. Ilo 1 6muctepy B mauky
KapTOHHYI0; 01 cmayuorapos: no 2, 3, 5
OIHMCTEPOB B MAYKY KApTOHHYIO.

* Tests are not performed during the stability investigation. / * icnibiTaHus He MPOBOJAAT B XO/I€ HCCIIEOBAHMS

CTaOMIILHOCTH.

** Release quality control of the perfomance is carried out for every 15th batch. / ** I1pn Beimycke npenapata

KOHTPOJIb Ka4eCTBa [10 NOKa3aTeJt0 IPOBOAUTCS Ul Kax ol 15-0i cepuu.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanmne: [TpoxykT cooTBeTcTBYET TpeboBanusiM HJ| 3axkmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IToarotoieno: Yogesh ||[Iposepeno: Pravesh INposepeno (AOK): person / OnobpeHo: ObecnieueHue
Chauhan Rana Amit Kumar kayecTBa/OTBETCTBEHHOE JIULIO:

\ URIL KUMRAYL

-— /7__4 \/\/‘

Date / Date / Date / Date / 2 y-02-L0 L
Hara: 23.03.2026 Jlara: 23.03.2026 Hara: 23.03.2026 JHara: -

Registered Office: 8 2-337, Road No. 3, Banjara Hills, Hyderabad!

Tel: +#91 40 4900 2

900, Fax: +91 40 4900 2999

CIN: L35195AP] PLCOO4507/

ww diredays.com

1gana, in
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CERTIFICATE OF ANALYSIS .
CEPTU®UKAT AHAJIM3A I

Product : / Ketorol® (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Ilpoaykr: Keropon®™ (keToposiak) pacTBOp /uisi BHYTPUBEHHOTO M BHYTPHMBILIEUHOTO BBeieHHUs, 30 Mr/mi
Batch No / . V260227 Batch Quantity / . 454545 ampules /
Cepus Ne ) O6bem cepu ' 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJHTHYECKHI oTueT Ne : 890001870365 JlaTa ananusa : 23.03.2026

Date of Manufacture / . 02/2026 Date of Expiry / . 01/2028

JlaTa nponsBoacTsa I"open po

Mfg. License No. /

IpomssoacTaennas : MB/05/264 e e : JIT-No(008888)-(PT-RU)
aunensus Ne Homep PY

Analysis performed according ND / Anaaus nposegen no HJI: JITT-Ne(008888)-(PI"-RU)-170225

Page 6 of 7/ Crp. 6 u3 7

API name / Hanmenosanue ADPC: Ketorolac Trometamol / KeToponaka TpomMeTamorn
INN / MHH: Ketorolac / Ketoponak
API manufacturer batch number / PKTMO0721125
Homep cepnn npoussoautens APC:
FP Manufacturer API Batch number /
Homep cepun cyGcTaHUMH NIPOM3BOAUTES FESA00652
rJ®:
API Manufactured by & country / Symed Labs Limited, India /
Ilpoussoautens APC, crpaHa: Caiimen Jla6c Jlumuren, Unnus
i i :;‘“}"C“ff‘t;‘“l“f:: - TP .| Dr.Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, Nalagarh
;‘i‘;“/“ RIS SIe CONIERLAILS Ssleine Road, Baddi, Distt. Solan, H.P. 173205, India (license No No MNB/05/263) /

H-p Pennw’c Jlabopatopuc JIta., Munus, [poussoacTBerHoe noapasaenetne-6,
HaumeHoBaHMe, agpec, THIEH3US 1151

Bunn. Kxonb, Hanarapx Poya, bapan, ncrpuxt Conan, X.I1., 173205, Uuans
IIpousBoacTeeHHas miowaaka / [lnomaaka

(nunensus Ne No MNB/05/263

KOHTpOJs KayecTBa / [lnomaaka Bbimycka

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 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». /

3aKjl0yeHne 0 cooTBeTcTBUN: «HacToaunuM s NOATBEPKIAI0, YTO MPUBEACHHAS Bbllle MHQOpMALWMA SABIAETCS JOCTOBEPHON U

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: Ipoaykr cootBercTBYeT TpeGoBanuaM HJL 3axkmouenue: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized
IMoarorossieno: Yogesh |[[Tposepeno: Pravesh  ||[1posepeno (AOK): person / Onobpeno: ObecnieueHune
Chauhan 2 Rana Amit Kumar kauecTBa/OTBETCTBEHHOE JIUIIO:
“1 s JomsIC Kympn_
il i - <
Date / Date / Date / Date / 2y-v7-401b
Jara: 23.03.2026 Jara: 23.03.2026 Jara: 23.03.2026 JHara:

Registered Office: 8-2-337, Road No. 3, Banjara Hill Hyderabad - 500034, Telangan:
Tel: +91 40 4900 2900, Fax: +91 Al Ddrreddys.com
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Dr.Reddy’s ‘,‘.‘

ieddy's Laboratories Ltd

Formulation Unit-6

Vil Khot, Nalaparh Road, Baddi,
Disti. 5olan, H.2, 173 205, INDIA
CERTIFICATE OF ANALYSIS '\
CEPTU®UKAT AHAJIM3A | . i codoys

Product : / Ketorol™ (Ketorolac) solution for intravenous and intramuscular injections, 30 mg/ml
Mpoayxr: Keropon™ (keToposak) pacTBop JUisi BHYTPHBEHHOTO U BHYTPHUMBbILLIEYHOTrO BBeAeHHs, 30 Mr/ma
Batch No / . V260227 Batch Quantity / . 454545 ampules /
Cepus Ne ) O06bem cepnu " 454545 amnyn
Analytical Report No / Date of Analysis /

AHaJHTHYECKHH oT4yeT Ne : 890001870365

JlaTa anasiu3a : 23.03.2026

Date of Manufacture /

Date of Expiry /

: 02/2026 : 0172028
JlaTa npousBojcrea Toaen g0
Mfg. License No. /
ITpousBoacTBeHHAS . MB/05/264 LTSRS : JITT-Ne(008888)-(PT-RU)
Juuen3usa Ne Homep PY

Analysis performed according ND / Ananun3s nposeaen mo HJI: JITT-Ne(008888)-(PI'-RU)-170225

Page 7of 7/ Ctp. Tu3 7

TOYHOM. DTa cepHs NpPOAYKLHMH NpOH3BeleHa (BK/IOYass ymakoBKy (MapKHpPOBKY) M KOHTPOJIb KauecTBAa) Ha BhIILEYKA3aHHOM
NPOM3BOIACTBEHHOMN IIouiaake (Molaakax) B MOTHOM COOTBETCTBUM ¢ TpeOoBanusaMH [IpaBui Hamiexaieil NpousBoACTBEHHOMN
npakTUKH EBpasuiiCKOro KOHOMMYECKOTO COI03a M TpeOOBAaHUAMU KOHTPOJS KauyecTBa JIEKAPCTBEHHBIX CPEACTB, a TAKKE B
COOTBETCTBUM CO CeUUUKALMAMY, COAEPXKALIUMICS B PETHCTPALHMOHHOM J0Che CTPAHBI-UMIIOpTEpa. 3alUCH 110 POM3BOACTBY,
YIIaKOBKe M aHANW3y MPOBEPEHbI, U YCTAHOBJEHO HMX COOTBETCTBUE TpeOoBaHMAM [IpaBun Haanexawei MpoOW3BOACTBEHHOM

MpaKTUKH EBpazuﬁcxoro 3KOHOMHWYECKOIro COr3an.

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